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EPA Reg. No. §83122-1 *Pro-Tek 530 Fabrie/Apparel {Garmenl) Treatment”

{The following bullets are optional product claims}
¢ Ifthis product Pre Tek 50 Fabric/Apparel (Garment) Treatment Treated fabric does not
fit...Do not dry clean.
¢ Kills bed bugs that <live> <remain><stay> in contact with [treated]< this product><bed
band><dust ruffle><headboard backing><box spring protector><under mattress
pad><under furniture fabric/decking><storage or travel bag><fitted under mattress
pad><for at least 24 hours.<Treated fabric><This product> <has no odor> <is cdorless>.
<Pro-Tek 50 Fabric/Apparel (Garment) Treatment><This product>is washable up to 20
times If <This product><Pro-Tek 50 Fabric/Apparel {Garment) Treatment ><Treated
fabric> does not fit in standard washer wipe then clean with damp cloth or sponge or
have it professionally washed. Do not dry clean.
¢  Kills bed bugs that hide in contact with treated headboard backing in your headboard
corners, frame and folds for at least 24 hours
“New” {for allowable time frame}
¢ Kills bed bugs that <live> <remain><stay> <hide> in contact with < Pro-Tek 50
Fabric/Apparel (Garment) Treatment ><treated> <bed band> <dust ruffle> <headboard
backing> <box spring protector> <under mattress pad> <under furiture pad> <storage
or travel bag> <fitted under mattress pad> for at least 24 hours.
¢ <Insecticidal> <killing> action remains effective for up to 20 washings.
¢ Kills bed bugs that stay in contact with Pro-Tek 50 Fabric/Apparel (Garment)
Treatment under furniture fabric for at least 24 hours
{For box spring protector, under mattress pad, fitted under matiress pad, and dust ruffle only:}
¢ Kills bed bugs that stay in contact with fabric for at least 24 hours [between your box
spring and mattress]—
{The following bullets are aptional bed bug facts}
¢ Bed bugs come out to feed on human hosts
Bed bugs typically feed at night
Bed bugs may hide in your headboard and lay eggs
Blood taken from humans is the food of bed bugs
Bed bug bites may cause welts which become irritated, inflamed and itchy
Bed bug colonies may cause offensive odors
Female bed bugs can lay over 200 eggs in their lifetime
Newly hatched bed bugs begin feeding immediately
Bed bugs have a piercing beak

'S
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This product alone is not intended as a complete solution to bed bug infestations, but for
use with other products and methods for killing or preventing them. A partial list of
such products and methods is given below.
o check second hand furniture and bedding for bed bugs before bringing them home
o when travelling, keep luggage up on luggage racks, check hotel beds and head
boards for bed bugs
upon return from travel, unpack and place clothes directly into washer, then dryer
reduce clutter at home
heat smaller infested articles to 113 Y for 1 hour

Brackcts Legend: { } Notes to reviewer. { ] Optional language. < > Alternate words.
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EPA Reg. No. 83122-1 “Pro-Tek 50 Fabric/Apparet (Garment) Treatment”

freeze smaller articles at 0°F for 4 days

place interceptor traps under bed legs

encasements around mattresses and box springs

wash and dry bedding items (but not Pro-Tek products)
insecticidal sprays labeled for killing bed bugs

Brackets Legend: { } Notes to reviewer. | } Optional language. <> Alternate words.
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EPA Reg No. 83122-1 “Pro-Tek 50 Fabric/Apparel {Garmenl) Treatmen(”

{Insert into package of Apparel/Fabric or hang-tag. Note: May be removed by consumer after
purchase. }

PRO-TEK 50 Fabric/Apparel (Garment) Treatment

This <fabric><apparel><garment> has been treated with PRO-TEK 50 Fabric/Apparel
{Garment) Treatment that contains the active ingredient permethrin.

{Following claims are for treated fabric, apparel or garments)}
<Repels Mosquitoes, Ticks, Flies, Chiggers, and Midges. Repeliency remains
effective through 25 washings.>

<Repellency remains effective for 25 washings for washable items: outerwear garments,
sleeping bag covers, backpacks, decorative banners, outdoor furniture covers, outdoor
furniture cushions, patio umbrellas, outdoor carpeting, ground cloths, horse blankets, bed
nefting, domestic animal care products {pet bedding, pet blankets and netting), and pet
bandanas>

{Following two claims are for non-washable jtems: tents, tarps, awnings, patio umbrella covers,
kennel covers, stall covers and other non-washable items}

<Repellency to mosguitoes remains effective for 6 months of exposure to weathering for
non-washable items: tents, tarps, awnings, patio umbrella covers, kennel covers, and
stall covers.>

<Repels mosquitoes for 6 months of outdoor exposure to the elements>

DO NOT DRY CLEAN
The use of fabric treatments will reduce the effectiveness of the product

EPA Reg. No. 83122-1
EPA Establishment No. 084098-CHN-001

Active Ingredient:

Permethrin 0.52 %
Other Ingredients: 99.48 %
Total - 100.00 %
Manufactured by:

Garnik Industries, LLC
219 Scott Street, # 182
Beanfort, SC 29902-5554

Net Contents: one item in each package

Brackets Legend: { } Notes to reviewer. [ ] Optional language. <> Altemate words.
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EPA Reg. No. 83122-1 “Pro-Tek 50 Fabrie/Apparct {Garment) Trealmenl”

DIRECTTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

Do not re-treat <fabric><apparel><garment> with other permethrin insect repellent products.
{For repellency protection of exposed skin, use with insect repellent approved for topical (direct)
application to skin.} :

Wash this product separately from other fabrics or apparel. Do not dry clean, as dry cleaning
will remove the active ingredient.

{Bed Bug Products Only}

Kills Bed Bugs that remain in contact with treated fabric for at least 24 hours.
ingecticidal (killing) action remains effective for up to 20 washings, if item fits in washer.
If item does not fit in washer, {DO NOT WASH, instead wipe clean with a damp cloth or sponge}

{FOR TREATED FABRIC PRODUCTS WHICH KILL BED BUGS ON, AROUND & NEAR BEDS}

{For Bed Band,

<Stretch><Position> Bed Band around <sides><edges> of mattress and secure tightly using [the
Velcro® or other] closures provided. Band wraps around all four sides of the mattress. Bed
band should be placed around <sides><edges> of mattress before bed is made and sheet is placed
on mattress. Sheet should cover bed band so that band does not contact person lying on bed.

{For Bedskirt or Dust Ruffle}

Remove mattress. Place {fabric] over top of box spring or foundation so that it entirely covers it,
with the <skirt><dust ruffle> draping around all four sides. Replace the mattress on top of the
covered box spring or foundation. [The standard drop or skirt is 15 inches, but custom sizes are
available to service market requirements.]

{For Headboard Backing}

Remove headboard and place on floor, <front side><face> down. Attach [treated] backing to
back of headboard by tacking, stapling or with glue. With treated backing towards wall, reattach
headboard to bed or hang on wall at head of bed as appropriate.

{For Box Spring Protector]

Place box spring inside <pouch> < cover> so that it is completely enclosed in the treated fabric,
then <zip the <pouch> <cover> closed.>< secure bottom edge of <pouch><cover> with stitched
gathered elastic.>

{For Under Mattress Pad}

Remove mattress. Place pad on box spring and secure with straps. Replace mattress over box
springs. If bed does not have box springs, lay pad directly on foundation, without use of straps
provided. Replace mattress on box spring or foundation.

{For Under Furniture Fabric}

Brackets Legend: { } Noles 1o reviewer, | ] Oplional tanguage. <> Alternate words.
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EPA Reg No. 83122-1 “Pro-Tek 30 Fabrie/Apparel (Garment) Treament”

Place or secure under furniture fabric under furniture or underneath upholstery cover.

{For Storage or Travel Bag}
Place items to be protected from bed bugs directly in <permethrin treated storage>
[or]<permethrin treated travel bag>.

{For Fitted Under Matiress Pad)}

Fifted under matiress pad is attached to underside of matitress, covering bottom and sides. Use
elastic gathered corners to secure pad to mattress. Place mattress cloth side down on the box
spring or bed platform.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.
Disposal: Discard in trash. Do not reuse.

<RETAIN THIS INSERT FOR FUTURE REFERENCE ON PROPER HANDLING OF THIS
<APPAREL> <FABRIC><PRODUCT>>
<THIS INSERT IS}{NOT TO BE REMOVED EXCEPT BY CONSUMER.>]

Brackels Legend: { } Notes to reviewer. [ ] Optional fanguage. <> Allernate words,
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EPA Reg. No. 831221 “Pro-Tek 530 Fabric/Apparel {Garment) Treatment™

{Label (small tag) sewn into washable fabric)
PRO-TEK 50

Fabric/Apparel (Garment)
Treatment

Po Not Dry Clean

{For bed bug products}

Kills Bed Bugs that stay in contact
for at least 24 hours.

Insecticidal activity remains
Effective up to 20 washings.

{For fabric/apparel/garments}
Repels Mosquitoes, Ticks,
Flies, Chiggers, and Midges

Repeilency remains effective
through 25 washings

Active Ingredient;
Permethrin 0.52 %

EPA Reg. No, 83122-1
EPA Est. No. 084098-CHN-001

Dhscard in Trash.
Wash separately.

Refer to insert for more
information.

This product alone is not intended

as a complete solution to bed bug infestations,
but for use with other products and

methods, such as those listed on the main label.

Brackets Legend: { } Notes to reviewer, [ ] Optional language, <> Alternate words,
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EPA Reg. No, 83122-1 “Pro-Tek 30 Fabric/Apparel (Garment) Trealment”

e Label for Dog Bandanas

PRO-TEK. 50 Fabric/Apparel (Garment) Treatment
DOG BANDANA

DO NOT USE ON CATS

This bandana is for use on dogs ONLY and has been treated with PRO-TEK 38 Fabric/Apparel (Garment)
Treatment that contains the active ingredient permethrin.

Repels Mosquitoes, Ticks, Flies, Chiggers, and Midges. This product will only repel pests where
the bandana <covers>< <is affixed to> the dog. To protect your dog, a product that provides
complete body <protection™><coverage> must be used.

Repellency remains effective for 25 washings or 6 months if not washed.

DO NOT DRY CLEAN

EPA Reg. No. 83122-1
EPA Establishment No. 084098-CHN-001

Net Contents: one item each package

Active Ingredient;

Permethrin 0.52%
Other Ingredients: 99.48%
Total 100.00%
Manufactured by:

Garnik Industries, LLC
219 Scott Street, # 182
Beaufort, SC 299025554

Brackels Legend: { } Noles lo reviewer. | ] Oplional language. <> Allemnale words.
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EPA Reg. No. 831221 “Pro-Tek 50 Fabric/Apparel {Garmenl) Treatmenl”

DIRECTIONS FOR USE {for Pro-Tek 50 Fabric/dpparel (Garment) Treatment dog bandana}
It is a violation of federal law to use this product in a manner inconsistent with its labeling.

Wrap bandana around dog's neck making sure that it is not too tight to cause discomfort or too loose that
dog may become caught on something.

This product will only repel pests where the bandana <covers><is affixed to> the dog. To
completely protect your pet, another product that provides complete body protection must also be
used.

Do not re-treat this bandana with other permethrin insect repellent products.

Wash this bandana separately from other fabrics or apparel. Do not dry clean, as dry cleaning will remove
the active ingredient.

Storage and Disposal
Do not contaminate water, food or feed by storage or disposal.
Disposal: Discard in frash. Do not reuse.

[RETAIN THIS INSERT FOR FUTURE REFERENCE ON PROPER HANDLING OF THIS
FABRIC. [THIS INSERT IS] NOT TO BE REMOVED EXCEPT BY CONSUMER.]

Brackets Legend: { } Notes 1o reviewer. | | Oplional language. <> Allemnate words.
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EPA Reg. No, 83122-1 “Pro-Tek 50 Fabrie/Apparel (Garmenl) Trealment”

{tag sewn on bandana)

PRO-TTK 50 Fabric/Apparel
{(Garment)Freatment

Dog Bandana
DO NOT USE ON CATS

Do Not Dry Clean

Repels Mosquitoes, Ticks,
Flies, Chiggers, and Midges.

Repellency remains effective through 25 washings; or
for six months if left unwashed.
--------- { fold line) wermuew

Active Ingredient:

Pennethrin 0.52 %

PA Reg. No. 83122-1

EPA Est. No. 0840978-CHN-001
Discard into trash.

Wash separately.

Refer to full label for more
information.

Brackets Legend: { ) Noies lo reviewer. | | Oplional fanguage. < > Allernale words.
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tabel that 1o LSERA onMar 5. 2014 ittec Tiahy. 6204
Master Label Pro-Tek 58 Fabric/Apparel (Garment} Treaiment

EPA Reg. No. 83122-1

{Label Claims far Bed Bugs (NOT FOR USE AGAINST BED BUGS AS APPAREL OR
GARMENTS ). The follawing statements are praduct descriptors describing each sub-
fabel and ave not required langnage for product lobels. }

EtGHT TREATED FABRIC PRODUCTS WHICH KILL BED BEGS ON, AROUND & NEAR BEDS

I.Bed Band

Band of hemmed, lrealed fabric which wraps around all four sides of a matiress (band availablc in
appropriale widih for maitress thickness). Band is secured around maltress by Velero or other means at
cach end of band, Kills bed bugs thal remain in contact with treated bed band for at least 24 hours.

2. Bedskirt or Dust Rutfie
Fabric scction (a ‘flat’} which covers top of box spring or foundalion, beneath (he mattress. Scwn to this flat
is a drop or skirt which hangs from all four sides to the floor. The standard drop or skirt is 15 inches, but
custom sizes are available to scrvice market requirements.  Kills bed bugs that reniain in contact with
treated flat, bedskirt or dust rufflc for at least 24 hours.

3. Headboard Backing

Treated two-sided fabric formed by quiliing or fusing lechnologies. Backing is attached to the back of the
head board by tacking or gluc or is installed during manufacture. Scveral sizes available. Kills bed bugs
that remain in contacl with treated headboard backing for at least 24 hours.

4. Box Spring Protector '

Place box spring inside pouch so that it is completely enclosed in the treaied fabric, then zip pouch closed,

or secure botlom cdge of proteclor wilh slitched gathered elasiic. Sewn to the boltorn may be a skirt which
hangs from sides to the floor, Kiils bed bugs thal rensain in conlact with trealcd box spring protector for at
least 24 hours.

5. Under Matiress Pad

Place under mattress pad betwecn mattress and box spring and secure with elastic bands. H no box spring,
usc under matiress pad that does not have bands. Kills bed bugs that remain in contact with treated under
matiress pad for al least 24 hours.

6. Under Furniture Fabric
Place or secure under furniture fabric decking undemeath itern of fumiture, or underneath upholsicry cover
and secure. Kills bed bugs that remain in contact with treated under fumilure fabric for al fcast 24 hours,

7. Storage or Travel Bag
Items 1o be prolecled from bed bugs are placed in slorage and travel bag. Kills bed bugs that remain in
conlacl witlh freated storage or trave! bag for al least 24 hours,

8. Fitled Under Mattress Pad

Fiticd under maitress pad s atlached to the underside of the mattress covering bottom and sides. Itis
securcd by gathered clastic on all four comers. Scwn to the bottormn may be a skirt which hangs from

sides to the floor. Kills bed bugs that remain in contact with treated fitted under mattress pad for at least 24

hours,

Brarkets Lezend: | } MNotes 1o reviewer. | 5 Optianal language. <> Aliernate words,
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{The following bullets are optional product cloims}

! ¢ J¥this pruduct Pro Tek 30 Fabric/ Apparel {Garment) Trcatment Treated labric does not  + Formatted: Font: 11 gt
Lii.;. Do not dry cleay, { Formatted: List Paragraph, Bulleted + Level: |-
¢ Kills bed bugs that <live> <remain><slay> in conlact with {ireated]< (his product><bed 1 1+ Aligned ai 0.28" + Indentat: 0.5" P

band><dust ruffle><headboeard backing><box spring protector><under maitress
pad><under furniture fabric/decking><storage or travel bag><fitted wnder mattress
pad><bandana>for at lcast 24 hours.<Treated fabric><This product> <has no odor> <is
odorless>. <Pro-Tek 50 Fabric/Apparel (Garment) Treatment><This product>is washable
up to 20 times  If <This product><Pro-Tek 50 Fabric/Apparel {Garment) Treatment
><Treated fabric> does rot fit in standard washer wipe then clean with damp cloth or
sponge or have it professionally washed. Do not dry clean.
¢  Kills bed bugs that hidc in contact with treated headboard backing in your headboard
corners, framc and folds for at least 24 hours
¢ “New” {for allowable time frame}
¢ Kills bed bugs that <live> <remain><slay> <hide> in contact with < Pro-Tek 50
Fabric/Apparel (Garment) Treatment ><treated> <bed band> <dust ruffic> <hcadbeard
backing> <box spring protcctor> <under mattress pad> <under furniture pad> <storagc
or travel bag> <fitted under mattress pad> for at lcast 24 hours.
¢ <Insecticidal> <killing> action remains elfective for up to 20 washings.
¢  Kills bed bugs that stay in contact with Pro-Tek 50 Fabric/Apparel (Garment}
Treatment under furniture fabric for at least 24 hours
(For box spring prolecior, under mottress pod, fitted under motiress pad, ond dust rufjle only:}
¢ Kills bed bugs that stay in contact with fabric for at least 24 hours | belween your box
spring and mattress]—
{The following bullets are optionol bed buyg facts}
¢ Bed bugs cornc out te feed on human hosls
Bed bugs typically feed at night
Bed bugs may hide in your headboard and lay egps
Bleod taken from humans is the food of bed bugs
Bed bug bites may causc welts which become irritated, inflamed and itchy
Bed bug colonies may cause offensive odors
Female bed bugs can lay over 200 cges in their lifetime
Newly haiched bed bugs begin feeding immedtalely
Bed bugs have a piercing beak

LR R K 2 2R IR B 2

This product alone is ot intended as 2 cornplete solution te bed bug infestations, but for

use with othter products gnd methods for killing or preventing them. A partial list of

such prodicts and methods is given below,

o check second hand furniture and bedding far bed bugy befrre bringing them home

o when fravelling, keep fuggage up on luggage racks, check liotel beds and head
boards for bed bugs

o upon return from travel, anpack and place clothes directly into washer, they dryer

Brackets Legend. | ) Nofes to reviewer, [ ] Opfional language. < > Alternate words,
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fabehthatwansubmittedto-USEPA-on-Aar- H 2031 ¥ iy 62011

o reduce clutter at home

o heat smaller infested articles to 113° for 1 hour

freeze smaller articles at 0°F for 4 davs

place interceptor traps under bed legs

eitcasements around matfresses and box springs

waslt and dry bedding items (but nof Pro-Tek products}
Insecticidal sprays labeled for killing hed bugs

. s 0 5 8
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{Insert into package of Apparel/Fabric or hang-tag. Note: Meay be removed by consumer afler
purchase.}

PRO-TEK 50 Fabric/Apparel (Garment) Treatment

This <fabric><apparel><garment> has been (reated with FPRO-TEK 50 Fabric/Apparel
{Garment} Trcatment thal contains the aclive ingredient permethrin.

{Following claims ere for reated fabric, appare! or garnients}
<Repeis Mosquitoes, Ticks, Flies, Chiggers, and Midges. Repellency remains
cffective through 25 washings.>

<Repellency remains effective for 23 washings for washable items: oulerwear garments,
sleeping bag covers, backpacks, decorative banners, ouldoor fumiture covers, cutdoor
furniture cushions, patio umbrellas, outdoor carpeting, ground cloths, horse blankets, bed
nelting, domestic animal care products (pet bedding, pet blankets and nctting), and pet
bandanas.>

{Following two claims are for non-washable items: tents, tarps, awnings, patio umbrefla covers,
kenrel covers, stall cavers and other non-washable items}

<Repellency 1o mosquiloes remains cffective for 6 months of exposure Lo weathering for
non-washablc ilems: lents, tarps, awnings, palio umbrella covers, kennel covers, and
stall covers.>

<Repels mosquitoes for 6 months of ouldoor exposure to the elements.>

DO NOT DRY CLEAN
The usc of fabric treatments will reduce the effectiveness of the product

EPA Reg. No. 83122-1
EPA Establishment No. 084098-CHN-001

Active Ingredient:

Permcthrin .52 %
Other Ingredicnts: 09.48%
Total 100.00 %
Manufactured by:

Garnik Industries, LI.C
219 Scott Strect, # 182
Beaufort, SC 29962-5554

Net Conlen(s: one item in each package

Brackets Legend: { } Notes to reviewer { | Optional language <> Alierwte wards
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BIRECTIONS FOR USE
1t is a violalion of Federal law to use this product in a manner inconsisient with s labeling.

Do not re-treal <fabric><apparel><garment> with other permethrin insect repellent products,
[For repellency protection of exposed skin, usc with insect repellent approved for lopical (direct)
application to skin.[

Wash this product separately from other fabrics or apparcl. Do not dry clean, as dry cleaning
will remove the active ingredient.

{Bed Bug Praducts Only}

Kills Bed Bugs that remain in contact with treated fabric for ai least 24 hours.

Insccticidal (killing) action remains cffective for up to 20 washings, if item fits in washer.
If item docs not fit in wasler, {DO NOT WASH, instead wipe clean with a damyp cloth or spongc]

{(DIRECHON FOR-USE-FOR TREATED FABRIC PRODUCTS WHICH KILL BED BUGS ON,
AROUND & NEAR BEDS}
{For Bed Band}

<Strelch><Position> Bed Band around <sides><edges™ of maltress and sccure tightly using [the
Velcro® or other] closures provided. Band wraps around all four sides of the matiress. Bed
band should be placed around <sidcs><edges™ of matiress before bed is made and sheel is placed
on mattress,  Sheel should cover bed band so that band docs not contact person lving on bed,

{For Bedskirt or Dust Rufile}

Remove matiress. Place {fabric] over top of box spring or foundation so thal it entirely covers it,
with the <skirt><dust rffle> draping around all four sides. Replace the matiress on top ol the
covered box spring or loundation. {The standard drop or skirt is 15 inches, bul custom sizes arc
available to service market requirements. ]

{For Headbaard Backing!

Remove headboard and place on floor, <front side><face> down, Attach [trealcd] backing to
back of headboard by tacking, stapling or with glue. With treated backing towards wall, rcattach
headboard to bed or hang on wall al head of bed as appropriate.

{For Box Spring Protecior}

Place box spring inside <pouch> < cover> so that it is completely enclosed in the trealed fabric,
then <zip the <pouch> <cover> closed.>< sceure bottom edge of <pouch><cover> with stitched
pathered clastic.>

{For Under Mattress Pad}

Remove mattress. Place pad on box spring and secure wilh straps. Replace mattress over box
springs. Ifbed docs not have box springs, lay pad directly on foundation, withoul use of straps
provided. Replace mattress on box spring or foundation.

Brackets Eogend: § } Notes to reviewer. [ | Optional langismge. <> Miernate words,
Pape §
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{For Under Furniture Fabric}

Place or secure under furniture fabric under furniture or underneath upholsiery cover.

{For Storoge or Trovel Bag}
Place ftems (o be protected from bed bugs directly in <penmethrin treated storage>

[or}<permethrin treated travel bag>.

{For Fitted {nder Matiress Pad}

Fitted under matiress pad is atlached (o underside of maliress, covering bollom and sides, Usc
elastic gathered comers 1o secure pad to mattress. Place mattress cloth side down on the box
spring or bed platform.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.
Disposal: Discard in trash. Do not reuse.

<RETAIN THIS INSERT FOR FUTURE REFERENCE ON PROPER HANDLING OF TEIS
<APPAREL> <FABRIC><PRODUCT>.>
<fTHIS INSERT IS[[NOT TO BE REMOVED EXCEPT BY CONSUMER >[

Brackets Legend: { ) Notes toreviewer, { ] Optional langunge. <> Alternate words.
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{Label (small 1ag) sewn into washable fabric}

PRO-TEK 50
Fabric/Apparel (Garment)
Treatmcnt

Do Not Dry Clean

{Far bed bug prodycts}

Kiils Bed Bugs that stay In conlacl
for at least 24 hours.

Insecticidal activity remains
Effective up te 26 washings.

{For fabric/anparel/gorments}
Repeis Mosquiloes, Ticks,
Fiics, Chiggers, and Midges

Repellency remains effective
through 23 washings

Active Ingredient:
Pcrmcthrin 8.52 %%

EPA Reg. No. 83122-1
EPA Est. No. 084698-CHN-001

Discard in Trash.
Wash separatcly.

Refer to insert for more
information.

This praduct alonre is not infended
as a complete solution fo bed bug infestations,
but for use with other products and

methods, astistedsuch as those listed on the main fabel,

Brackets Legend: { } Motes 10 reviewer. |} Oplonat language. < > Allermate words
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» Label for Dog Bandanas
RO-TEK 50 Fabric/Apparel (Garment) Treatment
DOG BANDANA

PO NOT {JSE ON CATS

This bandana is for use on dogs ONLY and has been treated with PRO-TEK 50 Fabric/Apparel {Garment)
Treatment that contains the active ingredient permethrin,

Repels Mosquitoes, Ticks, Flics, Chiggers, and Midges. This produet will enly repel pests where
the bandana <covers>< <is aflixed 10> the dog. To protect your dog, & product thal provides
complete body <protectien><eoverage> must be used,

Repellency remaing effective for 25 washings or 6 months if not washed.

DO NOT DRY CLEAN

EPA Reg. Ne. 83122-1
EPA Establishmet Neo. 084098-CHN-001

Net Conteutts: ene item each package

Active Ingredicnt:

Permethrin 0.52%
Other Ingredients: 99.48%
Total 100.00%
Manufactured by

Garnik Industries, LLO
219 Scolt Streel, # 182
Beaufort, 5C 29902-3554

Brackets Legend: { } Molesloseviewer, | | Opuonal fanguage, <= Alemate words.
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HRECTIONS FOR USE ffor Pro-Tek 50 Fabric/Apparel (Garment} Treatment dog bandanal
It is a violatjon of federal law to use this product in a manner inconsistent with its labeling.

Wrap bandana around dog's neck making sure that it is not too tight to canse discomfort or too loosc thal
dog may become caught on something,

This product will anly repel pests where the bandana <eovers><is affixed to> the dog. To
completely protect your pel, another produet that provides complete body proteetion must 2lso be

used.

Do not re-treat this bandana with other permethrin inscet repellent praducts.

Wash this bandana separately from olher fabrics or apparcl. Do not dry clean, as dry eleaning will remove
the active ingredient,

Storage and Disposal
Do not conlaminate waler, food or feed by storage or disposal,
Disposal: Discard in trash. Do not reuse,

{RETAIN TI18 INSERT FOR FUUTURE REFERENCE ON PROPER HANDLING OF TH1S
FABRIC. [THIS INSERT IS} NOT TO BE REMOVED EXCEPT BY CONSUMER.]

Rrackets Legend. { § Notes o reviewer, | ! Oplionat banguage. <> Alemate words.
Page O
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EPA Reg No. 83122-1 “Pre-Tek 50 Fabric/Apparel {Garment) Treatmenl” ——dpribi5 20 DER-based ehavpeste

1o USERA-on MorE 520 resubimilted hky 6301

lebot-thatwas bt

{tag sewn on bandana}

PRO-TEK 50 Fabric/Apparel
{Garment)Treaiment

Dop Bandana

DO NOT USE ON CATS

Do Not Dry Clean

Repels Mosquitoes, Ticks,
Flies, Chiggers, and Midges.

Repetleney remains effective through 25 washings; or
for six moenths if left unwashed.
--------- ( fold ling) s

Active Ingredient:

Pennethrin 0.52 %

PA Reg. No. 83122-1

EPA Est. No. 0840978-CHN-001
Disgard into trash,

Wash separatcly.

Refer to full tabel for more
infonmation.

Brackels Legend: { ) Notes la reviewer. [} Opnional languezge <> Aliemnate words
Page 10
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Please reply to:

ICR, Inc.

1330 Dillon Heights Avenue
Baltimore, MD 21228

February 21, 2012

Richard J. Gebken PM 10

Insecticide Branch, Registration Division

Document Processing Desk (7504C)

Office of Pesticide Programs

U. S. ENVIRONMENTAL PROTECTION AGENCY
Room S$-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202

Attention: Ms. Linda Del.uise

SUBJECT: PRO-TEK 50 Fabric/Apparel (Garment) Treatment
EPA Reg. No. 83122-1
L.abel revisions required for reregistration (PDCL.)

Dear Mr. Gebken:

Thank your February 7, 2012 letter and July 13, 2011 label review. Please find attached the label
for PRO-TEK 50 Fabric/Apparel (Garment) Treatment (‘Pro-Tek’) revised as requested.
Specifically we have added ‘DO NOT USE ON CATS’ on the front panels of the two dog
bandana parts the label and have enclosed the storage and disposal statements in boxes.

We have also included the revisions requested in your August 3, 2011 letter (attached). However
we are unsure of the first comment: ‘On page 2 start a bullet “If this product Pro Tek 50
Fabrics/Apparel (Garment) Treatment treated fabric does not fit ..... Do no dry clean.” We have
inserted this statement, but are unsure of the additional text implied by “....” * and would
appreciate your enlightening us.

We also attach the label in track-change mode to make it easier to find the revisions.

If you have any questions, please do not hesitate to contact me (RTodd/@icrlab.com) or Ellen
Quinn (EQuinn@icrlab.com) and we can both be reached at 410-747-4500.

Pagelof2
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Youss sincerely,

Robin G. Todd PhD. BCE.
Technical Consultant & Agent for Garnik Industries, LLC
Encl.
cet G. Innocenti w/encl
J. Erdheim w/encl

Page 2 0f2
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Date: December 12, 2011
Reg. No.: 83122-1

Product Name: Pro-Tek 50 Fabric/Apparel (Garment) Treatment
PM Name/Number: Mark Suarez, Risk Management Team 13

Y
Primary Reviewer: Shirley Keel - %,Wé& / (w&
7/

Secondary Reviewer: Mark Perry

New label or date of RD amended label: Received on 6/17/11
Active Ingredient(s) Assessed: Permethrin/109701
Formulation Type: Impregnated Materials

Other ai’s_in product

Name/PC code: N/A Reregistration Status or Registration Date: N/A

Assessment can be found NARMIBV\label\083122/1

1) Include the following statement prominently on the front panel of product label for
Dog Bandanas, “DO NOT USE ON CATS.”

2) Place the Storage and Disposal statements in a textbox for prominence.
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BACKGROUND: In the 8 month response to the Permethrin RED, the registrant has submitted
acute toxicity studies and waiver requests to support the reregistration of their product, EPA Reg.
No. 83122-1. The MRID’s are as follows: 481391-01 (81-1), 481391-02 (81-2), 481391-03 (81-
5), 481391-04 (81-6). The studies were conducted by Eurofins PSL. The test material used in
each of the studies was the subject product.

RMIBV/PRD finds the waiver requests acceptable for acute inhalation (81-3) and primary eye
irritation (81-4). Based on data presented available to the Agency, information presented in the
waiver requests and how the product is used, toxicity category IV is deemed appropriate.

RECOMMENDATIONS:

e The acute toxicity studies submitted are acceptable to support the reregistration of EPA
Reg. No. 83122-1.

The acute toxicity profile for EPA Reg. No. 83122-1 is currently:

Acute Oral \Y - Acceptable (LDss>3000 mg/kg)
Acute Dermal 1V Acceplable (LDsy>5000 mg/kg)
Acute Inhalation Y Waived

Primary Eye v Waived

Primary Dermal IV Acceptable

Skin Sensitization non sensitizer Acceptable

NOTE: The acute toxicity requirements have been satisfied for the subject product.

LABELING:

1D #: 83122-1/ Pro-Tek 50 Fabric/Apparel (Garment) Treatment
SIGNAL WORD: CAUTION~*

FIRST AID*:
[F SWALLOWED: Call poison control center or doctor immediately for treatment advice. Have

person sip a glass of water if able to swallow. Do not induce vomiting unless told to do so by a
poison control center or doctor. Do not give anything by mouth to an unconscious person.

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately witli
plenty of water for 15-20 minutes. Call a poison control center or doctor for treatment advice.

IF INHALED: Move person to fresh air. If person is not breathing, call 911 or an ambulance, then
give artificial respiration, preferably mouth-to-mouth if possible. Call & poison control center or
doctor for further treatment advice.

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove

Page 2 of 7
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contact lenses, if present, after the first 5 minutes, then continue rinsing eye, Call a poison control
center or doctor for treatment advice.

Have the product container or label with you when calling a poison control center or doctor or
going for treatment. You may also contact 1-800-xxx-xxxx for emergency medical treatment
information.

* Since product is a category four {4} for all routes and a non sensitizer, signal word and first aid
statements are not required. However, if the registrant chooses to include those, they should
appcar as above,

Page 3 of 7
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DATA REVIEW FOR ACUTE ORAL TOXICITY (§81-1, 870.1100)

Product Manager: Richard Gebken, PM 10

MRID No.:  481391-01

Testing Facility: Eurofins PSL

Author:

Jennifer Durando, B.S

Reviewer: Jolene Trujillo

Study Completion Date: 05/19/10
Report No.: 28971

Quality Assurance (40 CFR §160.12): Included

Test Material: PRO-TEK 50 Fabric/Apparel Garment Treatment

Species: Sprague-Dawleyl derived albino rat

Conclusion: Up & Down Method

1. LDs (mg/kg):

> 5000 mg/kg

2. Toxicity Category: v Classification:  Acceptable
Procedure (Deviations from §81-1): none
Results:
Main Study
(U&D)
Test Sequence Animal 1d Dose Level Short term Long term
(mg/kg) outcome outcome
| 3101 5600 S S
2 3102 5000 S S
3 3103 5000 S S
S = survival; D = death
Page d of 7
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DATA REVIEW FOR ACUTE BERMAL TOXICITY (§81-2, 870.1100)
Product Manager: Richard Gebken, PM 10 Reviewer: Jolene Tryjillo

MRID No.: 481391-02 Study Completion Date: 05/19/10
Report No.: 28972

Testing Facility: Eurofins PSL
Author: Jennifer Durando, B.S

Quality Assurance (40 CFR §160.12); Included

Test Material: PRO-TEK 50 Fabric/Apparel Garment Treatment
Species: Sprague-Dawley derived albino rat

Summary:
1. LDy (mg/kg): > 5000 mg/kg

2. Toxicity Category: v Classification:  Acceptable

Proccdure (Deviations From §81-2): none

Results: Reported Mortality
Dosage (mg/kg) (mumber deaths/number tested)
Males Females Combined
5000 0/5 0/5 06/16
Page 5 of 7
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DATA REVIEW FOR SKIN IRRITATION TESTING (§81-5, 870.2500)
Product Manager: Richard Gebken, PM 10 Reviewer: Jolene Trujillo

MRID Ne.: 481391-03 Study Completion Date: 05/19/10
Report No.: 28974

Testing Facility: Eurofins PSL
Auther: Jemnifer Durando, B.S

Quality Assurance (40 CFR §160.12): Included

Test Material: PRO-TEK 50 Fabric /Apparel Gannent Treatment

Dosage: Sample cut into 17x1™ piece and then moistened with 0.1 mL of distilled water prior to

application. 0.5 g of the of the test substance was applied to one 6-cm” intact dose site
Species: New Zealand albino rabbit
Summary:

1. Toxicity Category: IV PII =0

2. Classification: Accepiable

Procedure (Deviations From §81-3): none

Results:
ERYTHEMA/EDEMA
Tiine After Patch Removal
Animal No. Sex
30-60 24 hrs 48 hrs 72 hrs
min
3501 I 0/0 0/0 0/0 0/0
3502 F 0/0 0/0 0/0 0/0
3503 F 0/0 0/0 0/0 0/0
Page 6 of 7
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DATA REVIEW FOR DERMAL SENSITIZATION TESTING (§81-6, 870.2600)
Product Manager: Richard Gebken, PM 10 Reviewer: Jolene Trujllo

MRID No.: 481391-04 Study Completion Date: 05/19/10
Report No.: 28975

Testing Facility: Eurofins PSL
Author: Jennifer Durando, B.S

Quality Assurance (40 CFR §160.12): Included
Test Material: PRO-TEK 50 Fabric/Apparel Garment Treatment
Positive Control Material: HCA historical control (PSL # 28478, 12/30/09)

Species: Hartley albino guinea pig

Method: Buehler
Summary:
1. This Product is a non sensitizer
2. Classification: Acceptable
Procedure (Deviation From §81-6): none
Results:
Twenty four hours after the first induction dose for the test material-induced animals, 20/20

exhibited no reaction. After the second induction dose, 1/20 exhibited very faint erythema. After
the third induction dose, 20/20 exhibited no reaction at the test site.

Twenty four hours after challenge, 20/20 test material-induced animals exhibited no reaction. At
24 hours, in the naive control group of animals challenged with the test material, 10/10 exhibited

no reaction.

Page 7 of 7
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BACKGROUND: In the 8 month response to the Permethrin RED, the registrant has submitted
acute toxicity studies and waiver requests to support the reregistration of their product, EPA Reg.
No. 83122-1. The MRID’s are as follows: 481391-01 (81-1), 481391-02 (81-2), 481391-03 (8I-
5), 481391-04 (81-6). The studies were conducted by Eurofins PSL.. The test material used in
each of the studies was the subject product.

RMIBV/PRD finds the waiver requests acceptable for acute inhalation (81-3) and primary eye
irritation (81-4). Based on data presented available to the Agency, information presented in the
walver requests and how the product is used, toxicity category IV is deemed appropriate.

RECOMMENDATIONS:

¢ The acute toxicity studies submitted are acceptable to support the reregistration of EPA
Reg. No. 83122-1.

The acute toxicity profile for EPA Reg. No. 83122-1 is currently:

Acute Oral IV Acceptable (LDsg>5000 mg/kg)
Acute Dermal v Acceptable (L.Dso>5000 mg/kg)
Acute Inhalation Y Waived

Primary Eye IV Waived

Primary Dermal IV Acceptable

Skin Sensitization non sensitizer Acceptable

NOTE: The acute toxicity requirements have been satisfied for the subject product.

LABELING:

ID#  83122-1/ Pro-Tek 50 Fabric/Apparel (Garment) Treatment
SIGNAL WORD: CAUTION*

FIRST AID*:
IF SWALLOWED: Call poison control center or doctor immediately for treatment advice. Have

person sip a glass of water if able to swallow. Do not induce vomiting unless told to do so by a
poison control center or doctor. Do not give anything by mouth to an unconscious person.

1F ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately with
plenty of water for 15-20 minutes. Call a poison control center or doctor for treatment advice.

IF INHALED: Move person to fresh air, If person is not breathing, call 911 or an ambulance, then
give artificial respiration, preferably mouth-to-mouth if possible. Call a poison control center or

doctor for further treatment advice.

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove

Page 2 of 7
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contact lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison conirol
center or doctor for treatment advice,

Have the product container or label with you when calling a poison control center or doctor or
going for treatment. You may also contact I-800-xxx-xxxx for emergency medical treatment
information.

* Since product is a category four (4) for all routes and a non sensitizer, signal word and first aid
statements are not required. However, if the registrant chooses to include those, they should
appear as above.

Page 3 of 7
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DATA REVIEW FOR ACUTE ORAL TOXICITY (§81-1, 870.1100)

Product Manager: Richard Gebken, PM 10

MRID No.: 481391-01

Testing Facility: Eurofins PSL

Author: Jennifer Durando, B.S

Reviewer: Jolene Trujillo

Study Completion Date: 05/19/10
Report No.: 28971

Quality Assurance (40 CFR §160.12): Included

Test Material: PRO-TEK 50 Fabric/Apparel Garment Treatment

Species: Sprague-Dawley derived albino rat

Conclusion: Up & Down Method

1. LDsB (Il'l g/kg):

> 5000 mg/kg

2. Toxicity Category: v Classification:  Acceptable
Procedure (Deviations from §81-1): none
Results:
Main Study
(U&D)
Test Sequence Animal 1d Dose Level Short term Long term
(mg/kg) outcome outcome
1 3101 5000 S S
2 3102 5000 S S
3 3103 5000 S S

S = survival; D = death

Page 4 of 7
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DATA REVIEW FOR ACUTE DERMAL TOXICITY (§81-2, 870.1100)

Product Manager: Richard Gebken, PM 10 Reviewer: Jolene Trujillo

MRID No.: 481391-02 Study Completion Date: 05/19/10
Report No.: 28972

Testing Facility: Eurofins PSL
Author: Jennifer Durando, B.S

Quality Assurance (40 CFR §160.12): Included

Test Material: PRO-TEK 50 Fabric/Apparel Garment Treatment
Species: Sprague-Dawley derived albino rat

Summary:
1. LDse (mg/kg): > 3000 mg/kg
2. Toxicity Category: v Classification:  Acceptable

Procedure (Deviations From §81-2): none

Results: Reported Mortality
Dosage (mg/kg) (number deaths/number tested)
Males Females Combined
5000 0/5 0/5 /10

Page 5 of 7
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DATA REVIEW FOR SKIN IRRITATION TESTING {§81-5, 8704.2500)

Reviewer: Jolene Trujillo
Study Completion Date: 05/19/10
Report No.: 28974

Product Manager: Richard Gebken, PM 10
MRID No.:  481391-03

Testing Facility: Eurofins PSL
Auther: Jennifer Durando, B.S
Quality Assurance (40 CFR §160.12): Included
Test Material: PRO-TEK 50 Fabric /Apparel Garment Treatment

Dosage: Sample cut into 17°x1” piece and then moistened with 0.1 mL of distilled water prior to
application. 0.5 g of the of the test substance was applied tc one 6-cm” intact dose site

Species: New Zealand albino rabbit

Summary:
1. Toxicity Category: v PII =0
2. Classification: Acceptable
Procedure (Deviations From §81-5): none
Results:
ERYTHEMA/EDEMA
Time After Patch Removal
Animal No. Sex
30-60 24 hrs 48 hrs 72 s
min
3501 F 0/0 0/0 0/0 G/0
3502 F 0/0 6/0 0/0 G/0
3503 F 0/0 6/0 0/0 G/0

Page 6 of 7




DATA REVIEW FOR DERMAL SENSITIZATION TESTING (§81-6, 870.2600)
Product Manager: Richard Gebken, PM 10 Reviewer: Jolene Trujillo

MRID No.: 481391-04 Study Completion Date: 05/19/10
Report No.: 28975

Testing Facility: Eurofing PSL
Author: Jennifer Durando, B.S

Quality Assurance (40 CFR §160.12): Included
Test Material: PRO-TEK 50 Fabric/Apparel Garment Treatment
Positive Control Material: HCA historical control {PSL # 28478, 12/30/09)

Species: Hartley albino guinea pig

Method: Buehler
Summary:
1. This Product is a non sensitizer
2. Classification: Acceptable
Procedure (Deviation From §81-6): none
Results:
Twenty four hours after the first induction dose for the test material-induced animals, 20/20
exhibited no reaction. After the second induction dose, 1/20 exhibited very faint erythema. After

the third induction dose, 20/20 exhibited no reaction at the test site.

Twenty four hours after challenge, 20/20 test material-induced animals exhibited no reaction. At
24 hours, in the naive control group of animals challenged with the test material, 10/10 exhibited
no reaction.

Page 7 of 7
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Master Label Pro-Tek 50 Fabric/Apparel (Garment) Treatment

. !nsert_@fnfo package of Apparel/Fabric (May be removed by consumer after purchase)

PRO-TEK 50
Fabric/Apparel (Garment) Treaiment

This fabric/apparel (garment) has been treated with PRO-TEK 50
Fabric/Appare! {Garment) Treatment that contains the active ingredient permethrin.

[Kills Bed Bugs that remain in contact with treated fabric for at least 24 hours
Insecticidal {killing) action remains effective for up to 20 washings.]

[Repels Mosquitoes, Ticks, Flies, Chiggers, and Midges. Repellency remains
effective through 25 washings.]

[Repellency remains effective for 25 washings for washable items: outerwear garments,
sleeping bag covers, backpacks, decorative banners, outdoor furniture covers, outdocr « <
fumiture cushions, patio umbrellas, outdoor carpeting, ground cloths, horse blankets, ad ¢
netting, domestic animal care products {pet bedding, pet blankets and netting}, and pet
handanas.} Ciecu e
[Repellency to mosquitoes remains effective for 8 months of exposure to weathering for. :
non-washable items: tents, tarps, awnings, patio umbrella covers, kennel covers, and
stall covers.]

DO NOT DRY CLEAN .
The use of fabric freatments will reduce the effectiveness of the product Creed

EPA Reg. No, 83122-1
EPA Establishment No, 084098-CHN-001

Active Ingredient:

Permethrin 0.82 %
Other Ingredients: 99.48 %
Total - 100.00 %

Manufaciured by:

Garnik Industries, LL.C
219 Scott Street, # 182
Beaufort, SC 29902-5554

Net Contents: one item each package
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Kills bed bugs that [live[ [remain] [stay] in contact with freated [bed band] [dust
ruffle} [headboard backing] [box spring protector] [under mattress pad] [under
furniture pad] for at least 24 hours
Bed bugs come out to feed on human hosts
Bed bugs typically feed at night
Blood taken from humans is the food of bed bugs
Bed bug bites may cause welts which become irritated, inflamed and itchy
Bed bug colonies may cause offensive odors
Female bed bugs can lay over 200 eggs in their lifetime
Newly hatched bed bugs begin feeding immediately
Bed bugs have a pigrcing beak
Treated fabric has no odor and is washable up to 20 times

Kills bed bugs that hide in contfact with treated headboard backing in your
headboard corners, frame and folds for at [east 24 hours
"New” (for allowable time frame)
Kills bed bugs that [live] [remain] [stay] in contact with freated [bed band] [dust
ruffle] [headboard backing] [box spring protector] for at least 24 hours.
Insecticidal (killing) action remains effective for up fo 20 washings.

Kills bed bugs that stay in contact with fabric for at least 24 hours between: your"_
box spring and matfress, or under mattress if no box sgring - {for box spnnq .

protector, under mattress pad and dust ruffie only)

Kills bed bugs that stay in contact with under furniture pad for at least 24 hour**
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DIRECTIONS FOR USE
it is a violation of Federai jaw o use this product in a manner inconsistent with its fabeling.

Do not re-treat fabric or apparet (gament) with other permethrin insect repellent products.

[For repeliency protection of skin exposed by treated appare!, use in conjunction with
insect repellent approved for use by topical (direct) application to skin.}

Wash this product separately from other fabrics or apparel. Do not dry clean, as dry
cleaning
wili remove the active ingredient.

[Bed Bug Products Only:]

1. Bed Band

Stretch bed band around edges of matiress and secured tightly using the Velcro or other
closures provided, Make sure that band is not positioned above the top of the mattress o .
avoid contact to persons lying on the bed. el

2. Bedskirt or Dust Ruffle :
Remove matiress. Place over top of box spring or foundation so that it entirely covers |t ceee.
with the skirt draping around all four sides. Replace the mattress on top of the coversad o
box spring or foundation, @

3. Headboard Bagking e
Remove head board and place on floor, front side down. Attach backing to back of ‘ feies
headboard by tacking or with giue. Reattach headboard to bed or hang on wall at heau of :

bed as appropriate.]

4, Box Spring Protector

Place box spring protector inside pouch so that it is completely enclosed in the treated
fabric, then zip the pouch closed, or secure bottom edge of protector with stitched
gathered elastic,

5, Under Mattress Pad
Place pad between matiress and box spring and secure with straps.  If no box spring lay
strapless under mattress pad on surface directly beneath mattrass.

8. Under Fumiture Pad
Place pad under fumiture and secure as directed.

Storage and Disposal '
Do not contaminate water, food or feed by storage or disposal.
Disposal: Discard in trash, Do not reuse,

[RETAIN THIS INSERT FOR FUTURE REFERENCE ON PROPER HANDLING OF THIS
APPAREL OR FABRIC.]
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Master Appaféf Labei: Pro-Tek 50 Fabric/A pparef (Gér}néht) Trea"f;rﬁént

Label (small tag) sewn into fabric:

PRO-TEK 50
Fabric/Apparel {(Garment)
Treatment

Do Not Dry Clean

[Kiils Bed Bugs that
stay in contact for at least 24 hours.
insecticidal activity remains
Effective up to 20 washings]

[Repels Mosauitoes, Ticks,
Fiies, Chiggers,
and Midges]
[Repeilency remains
effective
through 25 washings]
——mmmem {foid ling} ~rem-

 Active ingredient;
Permethrin 0.52 %

EPA Reg. No. 83122-1
EPA Est. Mo. 084098-CHN-001

Discard in Trash.
Wash separately,

Refer to insert for more
information.
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Label for Dog Bandanas

Master Label Pro-Tek 50 Fabric (including Dog Bandana)

PRO-TEK 50 DOG BANDANA

The Pro-Tek 50 Bandana is for use on dogs ONLY und has been treated with PRO-TEX. 50 that

contains the active ingredient permethrin

Repels Mosquitoes, Ticks, Flies, Chiggers, and Midges. This product will only repel pests where

the bandana covers[is affixed to] the dog [pei]. To protect vour dog, a product that provides

complete body protection must be used.

Repellency remains effective for 25 washings.

Repellency to mosquitoes remains effective for 6 months of exposure to weathering if

not washed.
DG NOT DRY CLEAN

EPA Reg. No. 83122-1
EPA Establishment No. 084098-.CHN-001

Net Contents: one item each package

Active Ingredient:

Permethrin 0.52%
Other Ingredients: 99,48 %
Total 100.00 %
Manufactured by:

Garnik Industries, LLC
219 Scott Street, # 182
Beaufort, SC 29902-5534
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DIRECTIONS FOR USE -
It is a violation of Federal law to use this produet in a manner inconsistent with its labeling,

Wrap bandana around dog's neck, making sure that it is not to tight to cause discomfort or toe loose that
dog may become caught on something,

This product will only repel pests where ihe bandana covers|is affixed to] the dog [pet]. To
completely prolect your pet, anoiher produci that provides complete body protection must also be

used.

Do not re-treat Pro-Tek 50 Dog Bandanas with other permethrin insect repellent products,

Wash ProTek 50 Dog Bandanas separately from other fabrics or apparel. Do not dry elean,
as dry cleaning will remove the active ingredient.

Storage and Disposal
Do not contaminate water, food or feed by storage or disposal. cees
Disposal: Discard in trash. Do not reuse. Tt

[RETAIN FOR FUTURE REFERENCE ON PROPER HANDLING OF THIS
FABRIC. NOT TO BE REMOVED EXCEPT BY CONSUMER.]

EEE R A
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Master Label Pro-Tek 50 Fabric/Apparel (Garment) Treatment

L abel Claims for Bed Bugs (NOT FOR USE AGAINST BED BUGS AS APFPAREL
OR GARMENTS)

31X TREATED FABRIC PRODUCTS WHICH KILL BED BUGS
CN & ARQUND BEDS

1. Bed Band .

Band of hemmed, treated fabric which wraps around ali four sides
of a matiress {band is & inches or wider depanding on
mattress thickness). Band is sewn along all four sides,
Band is secured around maitress by Veicro or other
means at each end of band. Kiils bed bugs that remain in
contact with treated bad band for at ieast 24 hours.

2. Bedskirt or Dust Ruffle

Fabric section {a ‘flal’) which covers top of box spring or
foundation, beneath the mattress. Sewn to thisflatis a
drop or skirt which hangs from all four sides to the ficor.
The standard drop or skirt is 15 inchas, but custom sizes
ara available fo service market requirements,  Kiils bed
bugs that remain in contact with treated bedskirt or dust
ruffie for af least 24 hours.

.. 3. Headboard Backing
. " Two-sidad fabric formed by quiling or fusing technologies.
Backing is attached to the back of the head board by
tacking or give or is instafied during manufaciure,
Several sizes available. Kills bed bugs that remain in el
contact with treated headboard backing for at ieast 24 ‘
hours. el

4. Box Spring Protector _

Place box spring inside pouch so that it is compietely enciosad in
the treated fabric, then zip the pouch closed, or secure
bottom edge of protector with stitched gathered elastic.
Kiils bed bugs that remain in contact with freated box
spring protector for at least 24 hours.

8. Under Matiress Pad
Piace under matiress pad between mattress and box spring and -
secure with efastic bands.  Kills bed bugs that remainia -
contact with treated under matiress pad for atleast 24
hours. 1f no box spring, use under mattress pad that coes
not have bands.

8. Under Furniture Pad .

Place under furniture pad undernaath item of fumiture and secure,
Kills bed bugs that remain in contact with treated under
furniture pad for at ieast 24 hours.




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20480-0001

OFFICE OF CHEMICAL SAFETY
AND POLLUYION PREVENTION

February 7, 2012
SENT BY E-MAIL

Mr. Robin Todd, Ph.D.

Agent for Garnik Industries, LLC
1330 Dillion Height Avenue
Baltimore, MD 21228-1199

Subject: Request for Updated Reregistration Label for EPA Reg. No. 83122-1
Product Name: Pro-Tek 50 Fabric/Apparel (Garment) Treatment
Dear Dr. Todd:

The Agency has completed a preliminary review of the label that your company submitted in
support of the reregistration of EPA Reg. No. 83122-1, Pro-Tek 50 Fabric/Apparel (Garment)
Treatment, and has determined that the referenced label did not effectively incorporate all mandatory
mitigation language required by the RED(s) for products containing permethrin. Please refer to the
attached preliminary label review for assistance in updating this label.

Within10 working days of the date of this letter, you must submit an updated label incorporating
all mandatory mitigation language required by the RED(s) for permethrin. If we do not receive an
amended label in response to this letter, the Agency may pursue further regulatory action, including
cancellation under section 6 of FIFRA.

If you have any questions about this letter, please contact Linda A. DeLuise at (703) 305-5428 or
via e-mail at deluise linda(@epa. gov or Mr. Richard J. Gebken at (703) 305-6701 or via e-mail at
Gebken Richard@epa.gov . When submitting the amended label in response to this letter, a copy of this
letter should accompany the submission to facilitate processing.

Sincerely yours,

Richard J. Gebken

Product Manager (10)
Insecticide Branch
Registration Division {7504P)

Enclosure:  Copy of review dated December 12, 2011
Copy of product chemistry review dated July 13, 2011
Copy of toxicology review dated July 26, 2011
83122-1 D413202
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Yours siucerely,

T N G

:}.‘ - "E-j-*‘-"\-‘\ ;, o ,-";-“-‘\"._“. ;.A'\ ’i
Robin G. Todd PhD. BCE.
Technical Consultant & Agent for Garnik Industries, LLC
Enci.
ce: G. Innocentt w/encl

1. Erdheim w/enel

Page2of2
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D,C, 20460

Anpn

! mﬁdﬁ.

QOFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

L EE e e
b .

AUG -3 201

Mr. Robin Todd, PhD

Agent for Garnick Industries, LLC
ICR, Inc.

1330 Dillon Heights Avenue
Baltimpre, MD 21228-1199

Dear Dr. Todd:

Subject: amendment~ addition of IPM statement and two bed bugs preoducts and
California new language '
PRO-TEK 50 Fabric/ Apparel (Garment) Treatment
EPA Registration Number §3122-1
Your submissions dated April 27, May 12, and July &, 201l

The application referred to above, submitted ‘in connection with
registration under the Federal Insecticide, Fungicide, and Rodenticide Act, as
amended, is acceptable with the following comments:

1. On page 2 start a new bullet *If this product Pro Tek 5&C
Fabric/Apparel {(Garment) Treatment Treated fabric does not fit.Do not dry
clean.”.

2. On page 5 change “DIRECTIONS FOR USE FOR TREATED FABRIC PRODUCTS
WHICHKILL BED BUGS ON, AROUND & NEAR BEDS" to “FOR TREATED FABRIC PRODUCTS
WHICH XKILL BED BUGS ON, ARQOUND & NEAR BEDS”. :

3. On page 6 change “Place items to be protected from bed bugs directly
in <storages> [or] <travel bag>." to "Place items to be protected from bed bugs
directly in <permethrin treated storage> [or] <permethrin treated travel bag»>.”

4. On page 7 delete “Use in Integrated Pest Management Program”.

‘5. On page 7 change “This product alone in not intended as a complete
selution to bed bug infestations, but for use with other products and methods,
as listed on the main label.” to *This product alone in not intended as a

complete solution to bed bug infestations, but for use with other products and
methods, such as those listed on the main label.”

A stamped label is enclosed for your records.

54



Lok 1L

If you have any gquestions regarding this action, please contact Linda A.
DeLuise of my team at (703) 305-5428,.

Sinca;s&ly yow

Richard Gebken

Product Manager {10)
Insecticide Branch
Registration Division {7504P)

Enclosure
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EPA Reg. No. 83122-1 “Pro-Tek 50 Fabric/Appare! (Garmenl} Treatmeml”  April 25, 201 1DPR-based changes lo
label that was submitted to USEPA on Mar 15, 2011 resubmitted July 6, 201 1

o Label for Dog Bandanas

PRO-TEK 50 Fabric/Apparel (Garment) Treatment

DOG BANDANA

This bandana is for use on dogs ONLY and has been treated with PRO-TEK 50 Fabric/Apparel (Garment)
Treatment that contains the active ingredient permethrin.

Repels Mosquiloes, Ticks, Flies, Chiggers, and Midges. This product will enly repel pests where
the bandana <covers>< <is affixed to> the dog. To protect your dog, a product that provides
complete body <protection><coverage> must be used.

Repellency remains effective for 25 washings or 6 months if not washed.

DO NOT DRY CLEAN

EPA Reg. No. §3122-1.
EPA Establishment No. 084095-CHN-00

Net Conlents: one item each package

Active Ingredient:

Permethrin 0.52%
Other Ingredients: 99.48%
Total 106.00%
Manufactured by:

Gamik Industries, 1L.I.C
219 Scott Street, # 182
Beaufort, SC 29902-5554

Brackets Legend: ( } Noles to reviewer. { ] Oplional language, <> Allemate words.
Page 8
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EPA Reg. No. 83122-1 “Pro-Tek 50 Fabric/Apparel (Garment) Treatment™  Apnl 25, 201 1DPR-based changes to
labc! that was subtitted to USEPA on Mar 15, 2011 resubmitted July 6, 2011

PIRECTIONS FOR USE {for Pro-Tek 50 Fabric/dpparel (Garment) Treatment dog bandana}
It is a violation of federal law to use this product in a manner inconsistent with jts labeling,

Wrap bandana around dog's neck making sure that it is not too tight to cause discomfort or too loose that
dog may become caught on something.

This product will only repel pests where the bandana <covers><is affixed to> the dog. To
completely protect your pet, another product that provides complete body protection must also be

used.,

Do not re-treat this bandana with other permethrin insect repellent products.

Wash this bandana separately from other fabrics or apparel. Do not dry clean, as dry cleaning will remove
the aclive ingredient, '

Storage and Disposal
Do not contaminate water, food or feed by storage or disposal.
Disposal: Discard in trash, Do not reuse,

{RETAIN THIS INSERT FOR FUTURE REFERENCE ON PROPER HANDLING OF THIS
FABRIC, [THIS INSERT IS] NOT TO BE REMOVED EXCEPT BY CONSUMER.]

Brackets Legend: { )} Notes to raviewel. | | Optional language. <> Altemate words.
Page 9
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*Product ingredient source information may be entitled to confidential treatment*

DATE OUT: (07/13/2011

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: TGAIL] |; MUP [ |; EUP [X]
BARCODE NO.: 391349 REG.FILE SYMBOL NO.: §3122-1

PRODUCT NAME:_PRO-TEC 50 Fabric/Apparel {Garment) Treatment MRID NOS: 466614-01. 465075-
01, and 484433-01

COMPANY NAME: Garnik Industries, LLC ACTION CODE: 676

FROM: Sergey Alekseyev, Chemist

Product Chemistry Team
Risk Management and Implementation Branch V

Pesticide Re-evaluation Division (7508P) §1 \)
TO: Bonnie Adier, CRM

Risk Management and Implementation Branch V

Pesticide Re-evatuation Division (7508P)
INTRODUCTION:

A Reregistration Eligibility Decision (RED), Case No. 2510, Amended RED, and Revized RED were issued on
April 2006, 12/20/2007, and 05/11/2009, respectively, for the Active Ingredient Permethrin. According to the
RED, the generic database supporting the reregistration of Permethrin for currently registered uses has been
reviewed and found to be substantially complete.

In the 8-month response to the Permethrin RED, Garnik Industries, LLC provided EPA Forin 8570-35 (Data
Matrix), dated 06/01/2011; EPA Form 8570-4 (Confidential Statement of Formula), one basic and one alternative
formulations, dated 06/14/2011; a draft label, punch date 06/17/2011; a letter to CRM, dated 07/13/2011; and
MRID Nos. 466614-01, 465075-01, and 484433-01. The registrant is requesting reregistration of the product,
PRO-TEC 50 Fabric/Apparel (Garment) Treatment, EPA Reg. No. 83122-1.

FINDINGS:

1.

EPA Reg. No. 83122-1 is an end-use product containing the active ingredient Permethrin {(3-
plienoxyphenyl)methyl 3-(2,2-dichloroethenyl)-2,2-dimethylcyclopropane carboxylate), with a label
claim nominal concentration of 0.52%, and inert ingredients content of 99.48%. The product is for use in
treatment of fabric/apparel (garment). The product is produced by a non-integrated system.

The CSFs for both formuiations are not acceptable, All ingredients are cleared for use in pesticide
formulations. However, the CSF, cells 13b, 14a, and 14b, contains values of the nominal concentration
and the certified limits of the source material ||| G o hile
said celis shouid contain also respective values for the active ingredient in parentheses (0.52, 0.58, and
0.48, respectively). Further, the certified limits for water have not been shown with any reasoning or
explanation.

Data reported for MRID Nos. 466614-01, 465075-01, and 484433-01 satisfy the product chemistry data
requiremeruts under Subgroups A and B which pertain to Product Identity and Composition, and Physical
and Chemical Properties, respectively.

THIS REVIEW CONTAINS FIFRA CBI









Garnik Industries, LLC
219 Scott Street, # 182
Beaufort, SC 29902-5554

August 5, 2011

Ms. Bonnie Adler, Chemical Review Manager
Product Registration Division

Mail Code: 7508P

Office of Pesticide Programs/USEPA
Document Processing Desk (RED-PRD-PRB)
Room S-4900

One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202

Subject: Permethrin Product Data Call-In: 8-month Response
1D # PDCI-109701-26513
Pro-Tek 50 Fabric/ Apparel (Garment) Treatment, Reg. No. 83122-1
Confidential Statement of Formula

Dear Ms. Adler,

Enclosed please find revised Confidential Statement of Formula for Garnik Industries, LL.C’s Pro-Tek 50
Fabric/ Apparel (Garment) Treatment (Reg # 83122-1).

If you have any questions or need anything further, please do not hesitate to contact us.

Best regards,

A ST
Robin G. Todd, PhD), BCE
Agent & Technical Consultant

cc. Gary Innocenti
William Ball
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*Inert ingredient information may be entitled to confidential treatment*

RE: *Confidential: Permethrin Product chemistry and Acute toXicity reviews
for 83122-1

Robin Todd 1o: Bonnie Adler 08/03/2C11 04:42 PM
. "Ellen Quinn", "Susan Livingston", "Samue! Grimard", "Reg Coler”,
" "Janice Asato"
Please respond to rtodd
3 Bonnie Adler *Confidential: Permethrin Product chemistry and Acute toxicity reviews
0 Robin Todd Hi bonnie, Thanks very much. | am very pleased that your revid
oy Bonnie Adler Robin, If the mosquito information is in relation fo the Fi
5 Bonnie Adier Robin, If the mosquito information is irnr reiation to the

Hi bonnie,

Thanks very much. {am very pleased that your reviewers have approved
everything except the CSF.

For the CSF | see that nominimal values of the Al are required
parenthetically in cells 13b, 14a and 14b, We will fake care of this. But |
do not understand his reference to the certified limits for

ease can you ask him about tnis®

By the way, we submitted the mosquito protection report (based on work done
by Uli Bernier of CMAVE in Gainesville) 10 Rich Gebken, attention Kevin
Sweeney. | copied you on the cover letter - let me know if you need a copy

of the report.

Best regards,

Robin

Robin G. Todd PhD, BCE
Agent & Technical Consuitant
Garnik industries, LLC

c/o Dillon Heights Avenue
Baltimore, MD 21228-1199
USA

tel 410-747-4500

fax 420-747-4928
RTodd@icriab.com

----- Criginal Message---—

From: Bonnie Adler Jmailto: Adler. Bonnie@epamail.epa.gov]
Sent: Wednesday, August 03, 2011 3:14 PM

To: rtodd@icrlab.com
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Pages 72-73 *Confidential Statement of Formula may be entitled to confidential treatment*
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Pages 75-79 *Confidential Statement of Formula may be entitled to confidential treatment*
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*Inert ingredient information may be entitled to confidential treatment*

LIST OF STUDIES TO BE CONDUCTED AND CONTRACT LABORATORIES

Garnik Industries, LLC
¢/o 1330 Dilion Heights Avenue
Baltimore, MD 21228-1199

REGISTRANT:

CASE # and NAME: 2510 PERMETHRIN

PRODUCT SPECIFIC D #: PDCI-109701-26513

PRODUCT:
EPA Reg. # 83122-1
0.52% permethrin

99.43% [

STUDY TYPES - CONTRACT LABORATORIES

Pro-Tek 50 Fabric/Apparel (Garment} Treatment

COMMENTS & GUIDELINE Nos.

Product Chemistry - Eurofins Product Safety Labs

Physical and Chemical Characteristics; Color, Physical state, Odor,
Oxidation/reduction, Flammoability, pH, Viscosity and Density

Storage stability and Corrosion Characteristics

Acute Toxicology -~ Eurofins Product Safety Labs

Acute Oral Toxicity —Up-and-down Procedure in Rats
Acute Dermal Toxicity in Rots

Acute Inhalation Taxicity in Rots

Primory Eye trritation in Rabbits

Primary Skin irritotion in Robbits

Dermal Sensitization Test in Guinea Pigs — Buehjer Method

Colar, Physical state, Ddor and
Density will be by self-
certification.

Others in series are not
applicable (see separate sheet
for rationales}

(830.6317 & 830.6320}

870.1100
870.1200
waiver rationale ottached
870.2400
870.2500
870.2600

The protocols have been signed by Mr. William Ball of Garnik Industries LLC. EPSL policy uoes notf;arrrf‘.it
their study directors to sign protocols until samples are received. The samples of Pro-Tek 50 should ba .
shipped to EPSL by November 31, 2009. EPSL study directors will sign the protocols. Wark.can then

start on the studies.

Pagelof2
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Efficacy — ICR
Treatments to control pests of humans and pets

Page 2of2

Mosquitoes {3 specias),
‘arm-in-cage’ tests with

Human subjects (810.3300)

to document protection from
bites.

Extension request {attached)
based on long lead time needed
to secure EPA/HSRB approval
of protocol and related
documents

Bed bugs (wild strain) test to
document kills claim when
exposed to fabric items

with bedding {but only items
to which exposure will not
occur to people lying on the
beds)
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484433-00

Garnik Industries, LLC
219 Scott Street, # 182
Reaufort, SC 29902-5554

April 4, 2011

Ms. Bonnie Adler, Chemical Review Manager
Product Registration Division/

Product Reregistration Branch 7508P

Office of Pesticide Programs / USEPA
Document Processing Desk (RED-PRD-PRB)
Room $-4900,

One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202

Subject: Permethrin Product Data Call-In: 8-month Response
ID # PDCI-109701-26513
Pro-Tek 50 Fabric/Apparel (Garment) Treatment
EPA Reg. No. 83122-1

Dear Ms. Adler,

Please find enclosed three copies of the study titled “Storage Stability and Corrosion
4844330% Characteristics™.

This study fulfills OPPTS Guidelines 830.6317 and 830.6320.
If you have any questions about this study, please do not hesitate to contact Ellen Quinn, Susan

Livingston, or myself (all at 410-747-4500 or at Equinn@icrlab.com, SLivingston/@icrlab.com,
or Rtoddf@icrlab.com.)

Yours sincerely,

Lo [ vl

_Robin G- Tedd; PhByBCE—""""
Agent & Technical Consultant
Garnik Industries, LLC

Encl.

ce. Wm. Ball
G. Innocenti
J. Erdheim

82



OPPTS 870.2400

ACUTE EYE IRRITATION

WAIVER RATIONALE - PRO-TEK 50 FABRIC/APPAREL (GARMENT) TREATMENT (EPA Reg. No, 83122-1)

Under the Permethrin Product Data Call-In (PDCI-109701-26513), an eye irritation study is required for
Pro-Tek 50 Fabric/Apparel (Garment) Treatment ('Pro-Tek’}). The objective of an eye irritation study is to
assess the irritant and/or corrosive properties of a pesticide product when introduced to the eye of one
or more rabbits. The product is introduced into the eye by placing 0.1mL of the test product in the

conjunctival sac of the eye.

Pro-Tek 50is a permethrin-based liquid formulation which is applied to fabric used in clothing or
bedding by a proprietary procedure such that it can survive at least 20 washings and still protect against
insect attack. Garnik Industries LLC’s (‘Garnik’) contractor for the toxicology tests, Eurofins Product
safety Labs ("EPSL’} raised the concern that an eye irritation study on Pro-Tek would not provide useful
information. EPSL representatives alerted Garnik to their concerns and then spoke with Dr, Byron
Backus of EPA. Dr. Backus advised that a credible case could be made for a waiver of the eye irritation

study.

Since the product is only used when present in fabric articles, such a test would either require the Pro-
Tek formulation to be extracted from the fabric and applied in a liquid (not the manner in which people
will be exposed to it when using these products) or, the fabric could be ground up into a dust and
applied to the eye {not reflective of how people will be exposed to these products). In addition, in the
latter scenario, there would very likely be far more irritation caused to the rabbits’ eye by the physical
abrasive properties of the ground fabric than from the chemical nature of the Pro-Tek residues. Based
on these assessments, we feel that it would be an unnecessary expenditure of funds, time, and the
suffering of one or more rabbits, to conduct an eye irritation study.

Based on the above consideration, we respectfully request that EPA grant a waiver for the reqmrement
for an eye irritation study on the Pro-Tek product.

& T

’uﬁ_leéci-li*hmt.l: SRR

Agent & Technical Advisor G RYCINPL S OBNNTTE
£)3+]1v LETIER

Smcerely,
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481381-00

Garnik Industries, LLC
219 Scott Street, # 182
Beaufort, SC 29902-5554

june 30, 2010

Ms. Bonnie Adler, Chemical Review Manager

Product Registration Bivision/ Product Reregistration Branch 750BP
Office of Pesticide Progréms

USEPA

Document Processing Desk {RED-PRD-PRB}

One Potomac Yard S

2777 S. Crystal Drive

Arlington, VA 22202

SUBECT: . Permethrin Product Bata Call-In: 8-month Response
ID # PDCI-109701-26513
Prot-Tek 50 Fabric/Apparel (Garment} Treatment
EPA Reg. No. 83122-1

Dear Ms. Adler,

Please find attached our 8-month response for Pro-Tek 50 Fabric/Apparel {Garment) Treatment ("Pro-
Tek’) consisting of the following studies and one waiver request:

48139101 Acute Oral Toxicity Up and Down Procedure in Rats {Laboratory Study Number 28971)
Fulfills Guideline OPPTS 870.1100

48138102 Acute Dermal Toxicity Study in Rats — Limit Test (Laboratory Study Number 28972}
Fulfills Guideline OPPTS 870.1200

Advain. Acute Eye Irritation - Waiver Rationale - Pro-Tek 50 Fabric/Apparel (Garment) Treatment (FPA Reg. No.
- 83122-1)

48139103 Primary Skin Irritation in Rabbits {Laboratory Study Number 28574}
Fulfills Guideline OPPTS 870.2500

Pagelof2
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Dermal Sensitization Study in Guinea pigs (Buehier Method) (Laboratory Study Number 28975)

39104
481 Fulfitls Guideline QPPTS 870.2600

# you have any questions about our response, please do not hesitate to contact Elfen Quinn, Susan
Livingston or myself (all at 410-747-4500 or at Equinn@icrlab.com, Siivingston@®icrlab.com or
RIodd@icrlab.com).

Yours sincerely,

2 [ T

Robin G. Todd PhD, BCE
Agent & Technical Consultant
Garnik Industries, LLC

Encl.
cc. W, Ball
G. innocenti
J. Erdheim
Page 2 of2
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481381-00

Garnik Industries, LLC
219 Scott Street, # 182
Beaufort, SC 29902-5554

June 30, 2010

Ms. Bonnie Adler, Chemical Review Manager

Product Registration Division/ Product Reregistration Branch 7508P
Office of Pesticide Progréms

LISEPA

Document Processing Desk {RED-PRD-PR8}

One Potomac Yard o

2777 S. Crystal Drive

Arlington, VA 22202

SUBIECT: . Permethrin Product Data Call-In: 8-month Response
iD # PDC1-109701-26513 _
Prot-Tek 50 Fabric/Apparel (Garment) Treatment
EPA Reg. No. 83122-1

Dear Ms. Adler,

Please find attached our 8-month response for Pro-Tek 50 Fabric/Apparel {Garment) Treatment {"Pro-
Tek’) consisting of the following studies and one waiver request:

48139101 Acute Oral Toxicity Up and Down Procedure in Rats (Laboratory Study Number 28971}
Fulfills Guideline OPPTS 870.1100

48138102 Acute Dermal Toxicity Study in Rats - Limit Test {Laboratory Study Number 28572)
Fulfills Guideline OPPTS B70.1200

Acdpain. Acute Eye Irritation - Waiver Rationale — Pro-Tek 50 Fabric/Apparel {Garment)} Treatment 1+ PA Reg. No.
| 83122-1) '

48139103 Primary Skin Irritation in Rabbits {Laboratory Study Number 28574)
Fulfills Guideline OPPTS 870.2500

Page 1 of2
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Page 1 of |

Permethrin PDCI-109701-26513 - Pro-Tek 50 fabrics - update

Robin L. Todd

to:

Bonnie Adler

06/16/2010 08:56 AM

Cec:

"Ellen Quinn”, "Susan Livingston”, "Reg Coler”, "Gary Innocentl”, "Bill Ball - Garnik", "Jeff Erdheim”,
"Jeff Erdheim - Jeffrey Fabrics”

Show Details

Hi Bonnie,

We owe you an update on our PDCI response for Garnik’s Pro-Tek S0 permethrin impregnated fabric product
{EPA Reg. #83122-1}. The studies were contracted out to EPSL. Their status are given below.

12-month Storage stability study underway at EPSL

Acute oral toxicity EPSL study completed*

Acute dermal toxicity EPSL study compieted8

Acute inhalation toxicity Waiver requested

Primary skin irritation EPSL study completed*

Primary eye irritation study Waiver request to be submitted**
Dermal sensitization EPSL study completed®

*the final reports were sent to the wrong address - we have asked for their prompt return - we plan to submit
by July gth

**EPSL cautioned us that this test would not generate meaningful data since the fabric itself would cause more
irritation than would the permethrin. £PSL spoke with {I believe} EPA's Byron Backus, who advised submitting a
waiver rationale. We will submit this by July gth,

fapologize for our tardiness and trust that this will not be a problem, but please confirm. Do not hesitate to let
me know if you have any questions,

Best regards,

Robin

Robin G. Todd PhD, BCE

Agent & Technical Consultant
Garnik Industries, LLC,

¢/o 1330 Dillon Heights Avenue
Baltimore, MD 21228-1199

tel. 410-747-4500
fax. 410-747-4928
Email: RTodd @icriab.com

87
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Form Approved QMR No, 2070-0060

o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY “
2 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting turden for this collection of information is estimated 1o average 0.25 hours per response for registration activities and 0.25 hours per resnonse for .
reregistration and spectat review aclivities, including time forreading he instructions and completing the necessary forms. Send commenls regarding the burden estimale or any other aspecl of ltis wilesiion of
information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division {2137}, U.S. Environmental Protection Agency, 401 M Street, S.W., Washinglen, DC 20460 Do nol -

send the form1o this address, -
DATA MATRIX
Date 6/1/2011 EPA Reg No.File Symbol  83122+1 + Pag:ej' af tf»
Applicant's/Reqistrant's Name & Address Product p :
219 Scott Streel, #182, Beaufort, SC 29902-5554 Pro-Tek Fabric/Apgarel {Garment) Treatment
tngredient  permethrin
Guideline Reference Number Guidetine Study Name MRID Number Submitter Status Nole
830.1550 Praduct identity and composilon | 485075-0t Garnik Industries LLC PAY
830.1600 Description of matenals used to produce the product 465075-01 Garnik Industries LLC PAY
830.1650 Description of formulation process 455075'01\\ Garnik Industries LLC PAY
830.1650 Description of formulation process ~]. 466614-01 Garnik Industries LLC PAY
830.1670 Discussion of formation of impurilies 465075-01 Garnik Industries LLC PAY
830.1750 Certified limits 465075-01 Garnik Industies LLC PAY
830.1800 Enforcement analytical method 46507 5-01 Garnik Industries LLC PAY
830.6302 Color ' 465075-01 Garnik tndustries LLC PAY
830.6303 Physical stale 465075-01 Garnik Industries LLEC PAY
830.6304 Cdor 465075-01 Garnik Industries LLC PAY
830.6317 Storage stability ' nia Garnik Industries LLC OWN
830.6320 Corrosion characterislics nia Garnik Industries LLC OWN
830.7300 Densilyfrelative density 465075-01 Garnik Industries LLC PAY
870.1100 Acule oral loxicily 481381-01 Garnik Industries LLC OWN
870.1200 Adcule dermal toxicily 481381-02 Gamnik Industdes LLC OWN
Signature P Name and Title Date
%@/ %ﬁ [;f S &,M Robin G. Todd PhD. BCE Agenl & Technical Advisor . 0610112011
£PA Form 8570-35 {9-97) Eteclronic and Paper versions available, Subniit only Paper version. Agency trlernat Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved Gwo-No. 2070-0060

Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regisiration aclivities and 0.25 hours per resognse for
revegistration and spaciaf review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of tais collection of
information, including suggesfions for reducing the burden to: Directar, QPPE Information Management Division (2137), Li.S. Environmental Protection Agency, 40t M Street, S.W,, Washington N 20460. Donet’ | §

send the form to this address.

DATA MATRIX T
Dafe 6/1/2011 EPA Reg No./File Symbot 83122-1 - | Pages of 4~
Applicant's/Reqistrant's Name & Address Broduct el
219 Scott Street, #1582, Beaufort, SC 29902-5554 Pro Tek 50 Fatwic/Apparel (Garment) Treatment
Ingredient  permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
870.2500 Acute dermal irritation 481391-03 Gamik Industries LLC QWN
870.2600 Skin sensitization 481391-04 Gamik Industries LLC OWN
810.3300 Treatments to control pests of humans and pets 474896-0t Garmnik Industries LLC QOWN
Signature M P y - Name and Title Drate
5 SV SR [}& %W&éff Robin G. Todd PhD. BCE Agent & Technical Advisor 08/01/2011

EPA Form 8570-35 {9-97) Electronic and Paper versions availabla. Submit only Paper version,

Agency fnternal Lise Copy
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Form Approved OMB Mo, 2070-0060

’ﬁ;g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Ty 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reductlon Act Nelice: The public reporting burden for this cofleclion of informalion is estimaled to average 0.25 hours per response Tor registration aclivilies and 0.25 hours per respense fer
reregisiration and special review activilies, including lime for reading the instructions and compleling the necessary forms. Send comments regarding the burden eslimate or any other aspecl df lis wGileoion of
informalion, including suggestions for reducing the burden to: Direclor, OPPE Informalion Managemenl Division {2137), U.5. Environmenlal Prateclion Agency, 401 i Street, S.W., Washinglon, DC 20460, Do nol
send the form to this address.

- -

DATA MATRIX
Dale &1/2011 EPA Reg No./File Symbel  83122-1 Fagef of lf—
Applicant's/Registrant's Name & Address Product
219 Scolt Streel, #182, Beaufort, SC 29902-5554 Pro-Tek Fabric/Apparel {Garment) Treatment
Ingredienl  permethrin
Guideline Reterence Number Guideline Study Name MRID Number Submitter Stalus Nole
830.1550 Producl idenlity and compositon 465075-01 Garnik Industrles LLC PAY
830.1600 Descriplion of maierials used (o produce the producl 465075-01 Garnik Industries LLC PAY
§30.1650 Dasecriplion of formulation process . 4650?501\‘3 Gamnik Industries LLC PAY
§30.1850 Descriplion of formulation process ~3.486614-0( Garnik Industries LLC PAY
830. 1870 Discussion of formalion of impurilies 465075-01 Garnik Induslries LLC PAY
830.1750 Certified limils 465075-01 Garnik Industries LLC PAY
830.1800 Enforcemenl analylical melhod 465075-01 Garnlk Industiies LLC PAY
830.6302 Color 465075.01 Garnik induslries LLC PAY
830.6303 Physical slale 465075-01 Gamik Industries LLC PAY
\ 830.6304 Odor 465075-01 Garnik Industries LLC PAY
8306317 Slorage stabilily nfa Garnik Industries LLC OWN
830.8320 Corrosion characlerislics na Garnik Industries LLC OWN
830.7300 Density/relalive density 4B85075-01 Gamik Industries LLC PAY
8701100 Acule oral loxicity 481391-01 Garnik Induslries LLC OWN
870.1200 Adcute dermal loxicily 4813%1-02 Gamik Industries LLC OWN
Signature w o Iy Name and Title Date
Wbﬁ [}:\), T 7\):‘3 M Robin G. Tedd PhD, BCE Agenl & Technical Advisor . 060112011
EPA Form B570-35 {9-67) Electronic and Paper versicns available, Subriit only Paper version, Agency Inlornal Use Copy
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Form Approved Jwd No. 2070-0060

{@% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Snpiol 401 M Street, 5.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for thls coflection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per resnonse frr
rereglstration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of Uis collection of
tnformatlon, including suggestions for reducing the burden to: Director, OPPE Informatlon Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, SW,, Washington N 20260. Do not
send the form to this address.

DATA MATRIX
Date 6/172011 EPA Reg No./File Symbol 831221 | Page® of ﬁ{“
Applicant’s/Registrant's Name & Address Product
219 Scolt Street, #182, Beaufort, SC 29902-5554 Pro Tek 50 Fabric/Apparel (Garment) Treatment
tngredient  permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
§70.2500 Acute dermal irritation 4813903 Garnik Industries LLC OWN
870.2600 Skin sensitization 481391-04 Garnik Industries LLC OWN
810.3300 Treatments to controt pests of humans and pets 474596-01 Gamik Industries LLC OWN
Signature % - '} . Name and Title Date
VS [}v&g <¥;f—-‘y€ ,ﬁ/j Robin G, Todd PhD, BCE Agent & Technical Advisor 0610 t/2011
EPA Form 8570-35 (9-97} Etectronic and Paper versions available, Submi only Paper version, Agency tnternal Use Copyi
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*Inert ingredient information may be entitled to confidential treatment*

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE

REGISTRANT:

CASE # and NAME:

Garnik industries, LLC

¢/o 1330 Dillon Heights Avenue
Baltimore, MD 21228-1199

PRODUCT SPECIFIC 1D #:

PRODUCT:

2510 PERMETHRIN

PDCi-109701-26513

Pro-Tek SO Fabric/Apparel (Garment) Treatment - an end use product

EPA Reg. # 83122-1
0.52% permethrin

99.48%

RATIONALES FOR DETERMATION OF 'NOT APPLICABLE’ STATUS FOR CERTAIN PRODUCT CHEMISTRY
DATA REQUIREMENTS

Guideline Study Title

Number

830.1620 Description of production process

830.1700 Preliminary analysis

830.6313 Stability to sunlight, normal and
Elevated temperatures, metals &
metal ions

830.6314 Oxidizing or reducing action

B30.6315 Flammability

830.6316 Explodability

830.6319 Miscibility

Rationale

Only applicable to TGAls
Only applicable to TGAIls

Only applicable to TGAIs

Required only if product contains oxidizers or
reducers

Required only if product contains combustiblz
liquids ’

Product not potentially exqusifzef it is 99.48%
fabric ‘5 T S

Not an emulsifiable liquid a__n;.l\ r]é,t for dilution
in petroleum solvents '
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830.6321

830.7000
830.7050
830.7100
830.7200
830.7220
830.7370

830.7550
830.7570
830.7840
830.7360

830.7950

Dielectric breakdown
Voltage

pH of water solutions or suspensiens
UV/Visible absorption

Viscosity

Melting point/melting range

Boiling point/boiling range
Dissoctation constant in water

Partition coefficient {n-octanol/water)
Shake flask method

Partition coefficient {n-octanol/water}
estimate by liquid chromatography

Water solubility: Column elution
method, shake flask method

Water solubility, generator celumn
Method

Vapor pressure

Not for use around electrical equipment

Not dispersible with water

Only applicable to TGAls and PAls
Required only if preduct is 2 liquid
Only applicable to TGAIs

Only applicable to TGAls

Only applicable to TGAIs

Only applicable to TGAIls and PAls

Only applicable to TGAIls and PAIs

Only applicable to TGAIs and PAls

Only applicable to TGAls and PAls

Only applicable to TGAIs and PAIs
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MY

Garnik Industries, LLC
219 Scott Street, # 182
Beaufort, SC 29902-5554

June 16, 2011

Ms. Bonnie Adler, Chemical Review Manager
Product Registration Division

Product Reregistration Branch 7508P

Office of Pesticide Programs / USEPA
Document Processing Desk (RED-PRD-PRB)
Room S§-4900,

One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202

Subject: Permethrin Product Data Call-In: 8-month Response
ID # PDCI-109701-26513
Pro-Tek 50 Fabric/Apparel (Garment) Treatment, EPA Reg. No. 83122-1]
Administrative forms

Dear Ms. Adler,

As requested, we are pleased to enclose the following to complete our 8-month response fo the
PDCL:

I. Application form (8570-1)
2. Confidential statement of formmila (8570-4)
Basic and Altemate — 2 copies of each

3. Formulator’s exemption (§570-27)

4. Certification with respect to citation of data (8570-34)

5. Data matrix (§370-35)*

6. Product label** — 3 copies

7. Copy of waiver rationale for primary eye irritation study (originally submitted with my
June 30, 2010 letter — you noted being unable to locate this document)

8.

*For the data matrix, please note that offers-to-pay were made by the previous agent for Garnik
(Biologic Inc.} in 2006. A copy of their 2006 data matrix is attached. giving the 1den11ttcs of the
entities to whom these letters were sent.

#%The label attached is the Iatest approved by EPA. This produet is only befnyg sold for ise -
against bed bugs. Therefore all labels approved for state registrations are for this use, under tiw
T™™Sweep brandname, subregistered by Innovative Textile Solutions . For thig reason tn‘ Pra-Tek
label has not been converted to a retail form lor use on the product i1 commerce.

Pagelof2
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If you have any questions about this study, please do not hesitate to contact Ellen Quinn, Susan
Livingston, or myself (all at 410-747-4500 or at Equinn(@icrlab.com, SLivingston@icrlab.com,
or Rtodd@icrlab.com.}

Yours sincerely,

D ys E: W
Todd, PhD, BCE

2 oin. G.
—#gent-&-Technica-Consultant
Garnik Industries, LLC

Encl.

ce. Wm. Ball
G. Innocenti
J. Erdheim

Page 2 of 2
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*Product ingredient source information may be entitled to confidential treatment*

Form approved. OMB No. 2070-0050, 20?0~i . 2070-0107, 2070-0122, 2070-0164.

United States
Environmental Protection Agency
Washington, DC 20460
Formulator’'s Exemption Statement
{40 CFR 152.85)

Applicant’s Name and Address ' EPA File Symbol/Registration Number
Garnik Industries, LLC 83122-1
219 Scott Street, #182 Product Name
Beaufort, SC 29902 Pro-Tek 50 Fabrtc/Apparel (Garment) Treatment

Date of Confidential Statemenl of Formula (EPA Form 8570-4)
09/29/2008

As an authorized representalive of the applicant for registration of the producl identified above, | certify that:
(1) This product contains the following active ingredient(s):

permethrin

{2) Ofthese, each active ingredient listed in paragraph (4) is present solely as the result ofthe use of that active ingredient in the manufacturing,

formulation or repackaging ancther product which contains that active ingredient which is registered under FIFRA Section 3, is purchased by
us from anolher person and meets the requirements of 40 CFR secticn 158.50(e)(2} or (3).

(3) Indicate by checking (A) or (B) below which paragraph applies:

71 (A) An accurate Confidentiat Statement of Formula (EPA FORM 8570-4) for the above identified praduct is attached 1o this staiement,

That formula siatement indicates, by company name, registration numbper, and product name, the source of the active ingredient(s) tisted in
paragraph (1).
OR

1 {B) The Confidential Stalement of Formula (CSFYEPA Form 8570-4) referenced above and on file with the EPA is complete, current, an
accurate and conlains the informalion required on the current CSF.

{4) The foltowing active ingredients in this product qualify for the formulator's exemption.

Source

Active Ingredient Product Name Registratisn:Number

116

permethrin

permethrin

......

Signature Name and Title Dale
% E}: ML@ Agent & Technical Consultant 06/01/2011

EPA Form 8570-27 (Rev. 06-2004) Copy 1- EPA
Copy 2 - Applicant copy
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Form Approved OME Nes. 2070-0060; 2070-0057; 2070-0107; 2070-0122; 2070-0164

.-**2"%.% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
%ﬁ 1200 Pennsylvania Avenue, N.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average t.25 hours per response for registratiorn
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send
comiments regarding burden estumate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, Coltection
Stralegies Division {2822T), U.S. Environmental Prolection Agency, t200 Pennsytvania Avenue, NW., Washington, DC 20460, Do not send the compteted form
to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number EFA Registration Number/File Symbo!

Garnik Industries, LLC, 213 Scolt Street, #182, Beautort, SC 28302-5554 gat22-t

Active Ingredient(s) andfor representative test compound(s) Date

permethrin June t, 20tt

General Use Patiem(s) {tist all those claimed for this produet using 40 CFR Part 158) Product Name

Indoor Pro-Tek 50 Fabric/Apparel {Gament) Treatment

NOTE: f your product is a 100% repackaging of another purchased EPA-registered product labeted for all the same uses on your label, you do not need o
submit this form. You must submit the Formulator's Exemnption Statement (EPA Form 8570-27).

- I am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
be used tor this purpose).

SECTION : METHOD OF DATA SUPPORT (Check one method only)

I am using the cite-all method of suppont, and have included with this form I am using the selective method of support {or cite-all option
El a list of companies sent offers of compensation (the Data Matrix form under the selective methad), and have included with this form a
should be used for this purpose). completed list of data requirements (the Data Matrix forrm must be
used).

SECTION Ii: GENERAL OFFER TO PAY

{Reguired it using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements]

! hereby offer and agree o pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA,

SECTION Ili: CERTIFICATION

! certify that this application tor registration, this form for reregistration, or this Data-Calt-In response is supperted by all data submitted or cited in the
application for registration, the form for reregistration, or the Bata-Call-In response. tn addition, if the cite-all option or cite-all option under the selective method is
indicated in Section |, this application is supported by all data in the Agency's files that (t) concern the properies or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitied under the data
reguiremnents in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar cempaosition and
uses .

I certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data subm:tler or lhal ! ha\re obtained
the written permission of the original data submilter to cite that study.

! certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the oricinal data - + - ¢
submitter; (b) ! have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for
compensation have expired for the study; (d) the study is in the public literature; or (e} | have notified in writing the company that submitted thesiady and have | | |
offered (!} {o pay compensation to the extent required by sections 3(c){1)(F) andior 3(c}{2}(B) of FIFRA; and {f) to commence negotiations to delermme the
amount and terms of compensation, if any, to be paid for the use of the study. A

! certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their df‘lwery in
atcordance with sections 3(C)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted 1o the Agency upon request. Should | fail o produce svch
avidence 1o the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registration of my prodl eoin-coiformity viith
FIFRA,

t certify that the statements t have made on this form and atl attachments to it are true, accurate, and complete, ! ackno:.v‘téd"g:e.\that any
knowlngly false or misleading stalement may be punishable by fine or imprisonment or both under appticabte law.

7
Signature __j{ — Date Typed or Printed Name and Title
\6\{\ ;_" i}; . _ June 1, 20t Robin G. Todd PhD, BCE Agent & Tech Consultant

EPA Form 8570-34 (12-2003) Electronic and Paper versions avaflable, Submit only Paper version.
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*Inert ingredient information may be entitled to confidential treatment*

EXTENSION REQUEST FOR AN EFFICACY STUDY ON PROTECTION FROM
MOSQUITO BITES GIVEN BY PERMETHRIN-IMPREGNATED CLOTHING
USING HUMAN SUBJECTS

REGISTRANT: Garnik Industries, LL.C
c/o 1330 Dillon Heights Avenue
Baltimore, MD 21228-1199

CASE # and NAME: 2510 PERMETHRIN

PRODUCT: Pro-Tek 50 Fabric/Apparel (Garment) Treatment
EPA Reg. # 83122-1
0.52% permethrin

99.48% [

DATA FOR WHICH EXTENSION IS REQUESTED:

OPPTS 810.3300 — Treatments to Control Pests of Humans and
Pets

Preamble — the New Final Rule

On April 7, 2006 EPA’s new final rule, governing the use of human subjects in pesticide
studies, came into effect. A key part of this rule is the requirement that the protocols and
informed consent documents (‘[CDs) for all studies involving the deliberate exposure of
human subjects to pesticides must be reviewed and approved in advance by EPA and by
the newly-formed Human Studies Review Board (‘HSRB’). The HSRB consists of about
18 academicians who are experience in toxicology, statistics, the ethics of clinical trials,
pharmacology and other relevant disciplines.

Approval Process for Human Study Protocols
The procedure that has evolved since that time begins with the group who intend to
conduct such a study, normally a contract laboratory (henceforth the ‘laboratory’),

writing a protocol and an ICD and assembling other study related documents, suchas .

MSDS and subject ICClulthDL scr 1pts (henceforth neccssary study documents’ ) Thebc -

is to assure compliance with all relevant regulations governing the use of human subj ects' _' _

in clinical trials. In the case of EPA’s final rule these are found in 40 C.F. ’{ Pm 26
Subparts K and L. when it uses human subjects in studies.

These regulations are designed to ensure that all subjects are treated ethically, that any - a |
potential hazard is minimized, and that they are fully informed about the study and the ;. -

risks and benefits of participating in it. The IRB will usually request that certain
revisions be made before they will approve both documents. The time required for IRB
review, revisions, and approval is normally about three weeks.

Page 1 of 4
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Once the IRB has approved the protocol and the ICD, the laboratory assembles them into
a single continuously paginated volume, formatted per PR Notice 86-5 and submits it to
EPA. The HSRB meets with EPA officials on an approximately quarterly basis to
discuss the necessary documents for propose studies as well as final reports. EPA
requires that all submissions be made at least 75 days in advance of the next HSRB
meeting in order for it to be placed on the agenda for that meeting. EPA officials then
spend about one month reviewing the necessary study documents, advising the laboratory
of any revisions needed (in ICR’s experience, there have always been revisions required).
The revised necessary study documents must then be re-submitted to the IRB for review
and approval. Following this the revised necessary study documents are again submitted
to EPA. The Agency checks that the revisions have been made and then forward it to the
HSRB for their review.

The HSRB members review these documents separately before gathering for their
meeting at EPA’s Crystal City offices. At this meeting EPA officials present their
analysis of the scientific and ethical aspects of the proposed study. The laboratory will
have their study director and other staff present to answer questions and to make
comments to the HSRB. The HSRB then debates the merits of the proposed study in
detail and at some length. The precedent so far is that the HSRB always requires
additional revisions to those required by EPA. Although these changes can be predicted
to some extent by the laboratory staff attending the meeting, the definitive
recommendations as to revisions are only to be found in the final report of the HSRB.
These usually appear within a month, although they have taken nearly three months in
some cases.

Once the HSRB final report is available, the lab revises the necessary study decuments a
third time, if needed, and submits them to the IRB for review and approval. The newly
revised versions can then be submitted to EPA for the next HSRB meeting. Owing to the
time needed for the final HSRB report to appear, revision of the documents by the lab,
review and approval by the IRB, the 75-day deadline for the next HSRB meeting may
already have come and gone when the thrice revised documents are submitted to EPA. It

should be noted that the 75-day rule may be waived since the necessary study documents .

should now be close to a form which EPA and HSRB will accept. But this cannot be o

taken for granted.

To date, the time elapsed between submitting a necessary study documents ‘o EDA and
having them approved has exceeded 12 months. :

The Proposed Study

The known dates for upcoming meetings of the HSRB are October 20-21, 2009 Janvary

[2-15, 2010, April 13-16 2010 and June 23-25, 2010.
The proposed study is intended to support two chemically 1dentical permethrin-

impregnated fabric products: Pro-Tek 50 and Bond-It Insect Repellent Fabric Treatment
(EPA Registration Number 48139-15). They differ only in their uses and markets. Thus

Page 2 of 4
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Pro-Tek 50 is labeled for killing bed bugs in addition to the repellent claims of Bond-It.
Bond-It treated fabrics are marketed to the US Marine Corps for making uniforms while
Pro-Tek 50 treated fabrics are for non-military uses.

The mosquito current label claims for Bond-It and Pro-Tek 50 are based on a 2004
protocol developed by Dr. Ulrich Bernier of USDA/ARS/CMAVE, Gainesville FL,
entitled ‘Laboratory Evaluation of Bite Protection from Permethrin-impregnated United
States Military Clothing’. (IRB version 03.09.04). This protocel was written prior to the
new final rule and will therefore need to be extensively revised to comply with the new
final rule. The method involves human subjects placing their arms in sleeves of treated
fabric and inserting them into cages of mosquitoes for 15 minutes. Mosquitoes have the
opportunity to land and bite the subjects through the sleeves, biting being evidenced by
the swollen abdomens of these insects.

As can be deduced from the forgoing description of necessary study documents approval

process, it will not be possible to conduct a study involving human subjects to support the
mosquito protection claims of Bond-It and Pro-Tek 50 in time for submission of the final
report by March 16,2010 EPA PDCI deadline.

Extension Requested

We therefore respectfully request an extension of the deadline for submission of the final
report as follows. We would submit an IRB-approved protocol and ICD to EPA by
January 28, 2010 so as to allow it to be placed on the agenda for the April 13-16 HSRB
meeting. Based on precedent, the necessary study documents will need revision,
followed by consideration at a second HSRB meeting in June or October. The study will
be conducted indoors in a laboratory setting at ICR so it can be run at any time of the
year.

It is impossible to accurately predict the EPA or HSRB’s recommendations for any study.
In the case of the proposed study, it should be noted that it will probably be the first one
on impregnated cloth for protection from mosquito bites submitted for EPA and HSRB
review. Therefore these two bodies are likely to have many questions and the revisions
needed could be many and extensive.

Based on the forgoing, we ask that the deadline for submitting the report for this.study to
EPA be four months after the date when the Agency and the HSRB approv: the iyrotocol..

ICD and other necessary study documents. This will allow time for recruiting the
required mixture of subjects, rearing the thousands of mosquitoes needed, ruumug the
study and then writing the report and having Q/A performed. i

Page 3 of 4
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Please do not hesitate to contact us with any questions.

Sincerely,

ety (5 Tokof

Robin G. Todd PhD, BCE
Agent and Technical Consultant

Tel. 410-747-4500
Fax. 410-747-4928
RTodd@icrlab.com

Page 4 of 4

101






“Master Label Pro-Tek 50 Fabric/Apparel ( Garm}éfli‘} Treatment =
- fnsedéfnfo package of Apparel/Fabric (May he removed by consumer affer purchase) -

PRO-TEK 50
Fabric/Apparel (Garment) Treatment

This fébricfapparel {garment) has been freated with PRO-:{EK 80
Fabric/Apparel (Garment) Treatment that contains the active ingredient permethrin.

[Kills Bed Bugs that remain in contact with treated fabric for at least 24 hours
Insecticidat (kitling) action remains effective for up to 20 washings.]

[Repels Mosquitoes, Ticks, Flies, Chiggers, and Midges. Repellency remains
effective t_hrough 25 washings.]

[Repellency remains effective for 25 washings for washable items: outerwear garments,
sleeping bag covers, backpacks, decorative banners, outdoor furniture covers, outdoor
fumiture cushions, patio umbrellas, outdoor carpeting, ground cloths, horse blankefs, bed
nefting, domestic animal care products {pet bedding, pet blankefs and nefting), and pet
bandanas.] _ o

[Repellency to mosquitoes remains effective for 6 months of exposure to weathering for
non-washable items: tents, tarps, awnings, patio umbrella covers, kennel covers, and
stall covers.] . '

DO NOT DRY CLEAN
The use of fabric treatments will reduce the effectiveness of the product

EPA Reg. No. 83122-1 '
EPA Establishment No. 084098-CHN-001

Active Ingredient:

Permethrin 052 % Teet
Cther ingredients; 9948 % ) o
Total - 100.00 %

Manufactured by: ' PR e
Garnik industries, LLC _ S
219 Scott Street, # 182 BRSNS
Beaufort, SC 20902-5554 e e

Net Contents: one item each package
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Kills bed bugs that live] jremain] [stay] in contact with treated [bed band] [dust
ruffle] fheadboard backing] [box spring protector] [under matiress pad] [under
fumiture pad] for at Jleast 24 hours

- Bed bugs come out to feed on-human hosts

Bed bugs typically feed at night

_ _Bed bugs may hide in vour headboard and lay eggs _

Blood faken from humans is the food of bed bugs
Bed bug bites may cause welts which become irritated, inflamed and itchy
Bed bug colanies may cause offensive odors
Female bed bugs can {ay over 200 eggs in thelr fifetime
Newly hatched bed bugs begin feeding Immediaiely
Bed bugs have a piercing beak
Treated fabric has no odor and is washable up to 20 fimes

Kills bed bugs that hide in contact with treated headboard backing in your
headboard corners, frame and folds for at least 24 hours _
“New” (for allowable time frame)
Kills bed bugs that [live] [remain] [stay] in contact with treated [bed band] [dust
ruffle] [headboard backing] [box spring protector] for at least 24 hours.
Insecticidal (killing) action remains effective for up to 20 washings.
Kills bed bugs that stay in contact with fabric for at least 24 hours between your
box spring and matiress, or under mattress if no box spring ~ (for box spﬁng
pmtecfor, under matiress pad and dust ruffle only)
Kills bed bugs that staly in contact with under furniture pad for at least 24 hours.
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DIRECTIONS FOR USE
It is & violation of Federal law to use this product in & manner inconsistent with its labeling,
- Do not re-treat fabric or apparel (garment) with other pemethrin insect repellent products.

[For repellency protection of skin ekposed by treated apparel, use in conjunction with
insect repellent approved for use by topical {direct} application to skin.)

Wash this product separately from other fabrics or apparel. Do not dry clean asdry
: cleaning
will remove the active ingredient.

[Bed Bug Products Only:]

|
1. Bed Band
Stretch bed band around edges of maitress and secured tighfly using the Velcro or other
closures provided. Make sure that band is not positioned above the top of the mattress to
avoid contact to persons lying on the bed.

2. Bedskirt or Dust Ruffle

Remove matiress. Place over top of box spring or foundation so that it entirely covers it,
with the skirt draping around all four sides. Replace the matiress on top of the covered
box spring or foundation. '

3. Headboard Backing .

Remove head board and place on floor, front side down. Attach backing to back of
headboard by tacking or with glue. Reattach headhoard to bed or hang onwall athead of
bed as appropriate.]

4, Box Spring Protector

Place box spring protector inside pouch so that it is completely enclosed in the treated .
fabric, then zip the pouch closed, or secure bottom edge of protector with stitched

- gathered elastic.

5. Under Mattress Pad Ll
Place pad between matiress and box spring and secure with straps.  If no box spring’ 1ay

strapless under matiress pad on surface directly beneath mattress.

8. Under Fumiture Pad

Place pad under fumiture and secure as directed. S Ceseis

Storage and Disposal :
Do not contaminate water, food or feed by storage or disposal